4 Post Office Square Road COMPANY NAME: NASA Marshall Space Flight Center

Acton, MA 01720 REPORT NUMBER: REO3/AS-S09
sa United States AUDIT DATE(s): February 26-March 2, 2007
WWWw.nga-usa.com
MAIN SITE ADDRESS OTHER SITES VISITED

Marshall Space Flight Center, AL 35812

SCOPE OF REGISTRATION

1SO 9001:2000: All Products and Services Provided by the Marshall Space Flight Center. MSFC Supports the NASA Agency Infrastructure
and is a Major Contributor to All Its Scientific and Technical Enterprises.

AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and associated Ground Support
Equipment Interfacing with Flight Hardware and Fight Software.

STANDARD APPLIED ACTIVITY CATEGORY J
ISO 9001 DOC REVIEW SURVEILLANCE
X | ISO 9001 w AS9100 PRE-ASSESSMENT X | REASSESSMENT
ASSESSMENT SPECIAL VISIT
TRANSFER OF REGISTRATION
TEAM LEAD or LEAD AUDITOR OTHER TEAM MEMBERS
Glenda Howard
Rick Giguere, ANAB # A03158, AIEA Louis Reimer

ACTIVITY CONCLUSIONS: (check all that apply)

CONFORMING NUMBER of MINORS RAISED
NUMBER of OBSERVATIONS or OPPORTUNITIES FOR IMPROVEMENT IDENTIFIED

REGISTRATION RECOMMENDED / CONTINUED REGISTRATION RECOMMENDED
CORRECTIVE ACTION SUBMITTAL REQUIRED WORKING DAYS (from report date)
ON-SITE REVIEW OF CORRECTIVE ACTION REQUIRED

NONCONFORMING WITH MAJOR NONCONFORMANCES [ | NUMBER of MAJORS RAISED
REGISTRATION NOT RECOMMENDED
SPECIAL VISIT REQUIRED [ ] DURATION (audit days required)

HXXX VIS

SPECIAL COMMENTS

Previously identified NC's have been satisfactorily addressed.

LEAD AUDITOR COMPANY REPRESENTATIVE

e Signature on this report by the assessed Company Representative indicates that this report, and any nonconformities and observations noted
within, has been reviewed and accepted.

Any nonconformities or observations identified are the result of a limited sampling process.

The Internal Audit system is deemed effective unless noted otherwise within this report.

This report remains under established confidentiality agreements between NQA and the assessed organization.

Prior to the initial assessment, the organization must have performed a full system internal audit, followed by a documented
management review. The quality management system must be understood throughout the organization.
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4 Post Office Square Road COMPANY NAME: NASA Marshall Space Flight Center
Acton, MA 01720 REPORT NUMBER: REO3/AS-S09
United States AUDIT DATE(s): February 26-March 2, 2007

- www.nga-usa.com

AS9100 ASSESSMENT MATRIX AND PLANNER

LEGEND [
< e = z = s Z
o i X = Element Fully Assessed w D S T o 9 2 o o3 E UEJ >
c= P = Partial Element Assessed E = % E =] E = S5k 5 T @ ;
o & E = Exclusions Taken o> 20 8 N Z 8 N 5 9 wiE
25 * = Audit each Activity gs m‘zt m:tlﬁ n::tl W o gu
g I < xg | Gwid o ul o <<
2 = 2 a o
421 DOCUMENTATION GENERAL X P P X
422 QUALITY MANUAL* X X X X X X
423 CONTROL OF DOCUMENTS P P P P X
424 CONTROL OF RECORDS X P P P X
43 CONFIGURATION MANAGEMENT X X
5.1 MANAGEMENT COMMITMENT X X
52 CUSTOMER FOCUS X P P X
5.3 QUALITY POLICY X X
541 QUALITY OBJECTIVES” X X X X X X
542 QMS PLANNING X X
55.1 RESPONSIBILITY & AUTHORITY X X
552 MANAGEMENT REPRESENTATIVE X P P P P X
55.3 INTERNAL COMMUNICATION X P P P X
56 MANAGEMENT REVIEW* X X X % X X
6.1 PROVISION OF RESOURCES P X X
6.2.1 HUMAN RESOURCES GENERAL X X
6.2.2 COMPETENCE, AWARENESS & TRAINING X P & X
6.3 INFRASTRUCTURE X P P X
6.4 WORK ENVIRONMENT X P P X
7.1 PLANNING PRODUCT REALIZATION X X
7.2.1 DETERMINATION OF REQUIREMENTS X X
722 REVIEW OF PRODUCT REQUIREMENTS X X
7.2.3 CUSTOMER COMMUNICATION X X
7.3 DESIGN & DEVELOPMENT X %
7.4.1 PURCHASING PROCESS X X
742 PURCHASING INFORMATION X X
743 VERIFICATION OF PURCHASED PRODUCT X P X
7.5.1 CONTROL OF PROVISION X X
7.5.2 VALIDATION OF PROCESSES X ¥
753 IDENTIFICATION & TRACEABILITY X X
7.5.4 CUSTOMER PROPERTY X X
755 PRESERVATION OF PRODUCT X X
7.6 MONITORING & MEASUREMENT DEVICES X% X
8.1 MEASUREMENT, ANALYSIS & IMPROVEMENT % X
8.2.1 CUSTOMER SATISFACTION* X % X X X X
822 INTERNAL AUDIT* X X X X X X
823 PROCESS MONITORING/MEASUREMENT X P X
8.2.4 PRODUCT MONITORING/MEASUREMENT P X X
8.3 CONTROL NONCONFORMING PRODUCT P P X X
8.4 ANALYSIS OF DATA* X X % X X X
8.5.1 CONTINUAL IMPROVEMENT* X % X X X X
8.5.2 CORRECTIVE ACTION* X X X X X X
8.5.3 PREVENTIVE ACTION* X X X X X X
USE OF MARKS* X X X X X X
CURRENT SECTIONS COVERED (SURVEILLANCE NUMBER) AS-S09
FUTURE SURVEILLANCE NEXT VISITS S10 S10 S11
PLANNING FOLLOWING YEAR S12 S12
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4 Post Office Square Road COMPANY NAME: NASA Marshall Space Flight Center

Acton, MA 01720 REPORT NUMBER: REO3/AS-S09
—_ United States AUDIT DATE(s): February 26-March 2, 2007
www.nga-usa.com
AUDIT ACTIVITY RECORD

Audit trail reviewed / Personnel interviewed / Documentation reviewed / Departments or Processes Audited
Objective evidence sampled

Reference AS9101C checklist for further details

AREAS OF GOOD PERFORMANCE

*Competency Management Systems is a very comprehensive mechanism.
*Calibration Lab exhibits very good controls

*Lean 6 Sigma Initiative
*SAAM system does a good job of managing projects and coordinating requirements of participants/Partners

See AS9101C checklist for additional information

AREAS FOR IMPROVEMENT

See AS9101C Checklist
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Acton, MA 01720 REPORT NUMBER: REO3/AS-S09
United States AUDIT DATE(s): February 26-March 2, 2007
WWW.Nnga-usa.com

NONCONFORMANCES AND OBSERVATIONS

NUM REF

ISSUES RAISED

CLASS

d| 8.2.2

REQUIREMENT STATED: The organization shall conduct internal audits at planned intervals to
determine whether the QMS conforms to... the requirements of this international standard.

ISSUE RAISED: Though internal audits are conducted on a regular basis, there is inconsistent
objective evidence that detail requirements of AS9100 are included.

NC

REQUIREMENT STATED: Measurement equipment shall be identified to enable the calibration
status to be determined.

ISSUE RAISED: One item of equipment, a power supply in use, reportedly not in need of
calibration, had an old calibration label dated from 1990. This should be considered an isolated
issue. Large sample observed.

OBS

3 6.2.2

REQUIREMENT STATED: The organization shall determine the necessary competence for
personnel performing work affecting quality and provide training or take other actions.

ISSUE RAISED: The organization conducts an annual appraisal of safety, health and
environmental training needs, however, there is inconsistent objective evidence that
corresponding training is received

NC

4 7.3.1

REQUIREMENT STATED: Non Flight and Non Facility design MPR 8060.2 section 3.4.2, 3.5.2,
3.6.2. “Requestor or D/D personnel shall maintain records...

ISSUE RAISED: Non-flight design activities and Ol ‘s (Organizational Instructions) do not align
with MPR 8060.2. Objective evidence of required records was not available at time of audit from
the designated parties identified within the MPR.

NC

5 7.3.4

REQUIREMENT STATED: Design and development changes shall be identified and records
maintained.

ISSUE RAISED: AS 20 Ol- 009 does not clearly define actual activities for recording of design
changes required in MPR 8823.1 Facilities Design.

OBS

6 7.5.1

REQUIREMENT STATED: The organization shall plan and carry out production and service
provision under controlled conditions.

ISSUE RAISED: In Mechanical Materials Properties Testing, the process review of the Electronic
Work Request System shows that there are open work orders dating back up to a year
delinquent from the “requested due dates” with no status of work started or updated if work
orders have been completed. Further investigation revealed that some of the “open” work orders
had been completed; however the test data had not been uploaded on the system. Review of
the Organizational Work Instructions EM10-OWI-MET-060 for “Work Tracking, Product
Traceability and Control, and Data Control,” it was noted that those work instructions do not
reflect how the work orders are actually tracked.

NC

REQUIREMENT STATED:

ISSUE RAISED:

Audit Forms Aerospace 02-27-06
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An SAE International Group

SAE Aerospace SAE asotor
AEROSPACE |ishisommme

REV.

Revised

STANDARD el SO0

Superseding AS9101B

Quality Management Systems Assessment

RATIONALE

This document, AS9101C, has been revised to correct a problem with the scoring formula on
page 10, and to include an Appendix B that provides guidance information on audit scoring.

The original formula contained / 100" on page 10 which was misinterpreted in North America to
mean ‘divide by 100’, whereas in Europe and Asia it was correctly interpreted to mean ‘shown
as a percentage’. The revised formula provides the correct interpretation, globally.

Appendix B “Quality Management System Audit Scoring” was added to provide guidance on the
correct scoring of the AS9101 checksheets. There had been some confusion related to scoring
single vs multiple findings, scoring with exclusions to the standard, scoring with multiple
instances of the same finding, and multi-site scoring. Guidance on these subjects has been
added to this document by adding an Appendix B.

Finally, some minor formatting, typo, and gramatical changes were made to correct issues

noted after the previous release. These changes did not affect the content or interpretation of
the standard.

LICENSE AGREEMENT

The purchase price of this document includes a license to duplicate the forms included within
only for the internal use of the organization which purchased the document. Further duplication
or licensing is prohibited.

© 2006 SAE International

voluntary, and its applicability and suitability for any particular use, including any patent infringement arising therefrom, is the sole responsibility of the user.”

SAE Technical Standards Board Rules provide that: “This report is published by SAE to advance the state of technical and engineering sciences. The use of this report is entirely

SAE reviews each technical report at least every five years at which time it may be reaffirmed, revised, or cancelled. SAE invites your written comments and suggestions.

Copyright 2006 SAE International

All rights reserved. No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,

recording, or otherwise, without the prior written permission of SAE.

TO PLACE A DOCUMENT ORDER: Tel: 877-606-7323 (inside USA and Canada)
Tel: 724-776-4970 (outside USA)
Fax:  724-776-0790
Email: CustomerService@sae.org

SAE WEB ADDRESS: http:/iwww.sae.org




SAE AS9101 Revision C
FOREWORD

To assure customer satisfaction, aerospace industry organizations must produce, and
continually improve, safe, reliable products that meet or exceed customer and regulatory
authority requirements. The globalization of the aerospace industry, and the resulting diversity
of regional/national requirements and expectations, has complicated this objective. End-product
organizations face the challenge of assuring the quality of, and integrating, product purchased
from suppliers throughout the world and at all levels within the supply chain. Aerospace
suppliers and processors face the challenge of delivering product to multiple customers having
varying quality expectations and requirements.

The aerospace industry has established the International Aerospace Quality Group (IAQG) for
the purpose of achieving significant improvements in quality and safety, and reductions in cost,
throughout the value stream. This organization includes representatives from aerospace
companies in the Americas, Asia/Pacific, and Europe. This international standard has been
prepared by the IAQG.
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SAE AS9101 Revision C

PURPOSE

The purpose of this document is to define the content and the presentation of the Assessment
Report for the 9100 standard.

QUALITY MANAGEMENT SYSTEM ASSESSMENT REPORT CONTENT
The Assessment Report is made up of:

e Page 6 (required)
General Assessment Information

o Page 7 (required)
Assessment Conclusions

e Page 8 (optional)
General Organization Information

e Page 9 (required)
Assessment Result Summary

e Page 10 (required)
Assessment Scoring

o Page 11 (required when nonconformities are identified during assessment)
Corrective Action Request

e Page 12 (required when observations/comments are identified during assessment)
List of Observations/Comments

e Appendix A
Quality System Questionnaire

PREPARED BY SAE COMMITTEE G-14,
AMERICAS AEROSPACE QUALITY GROUP (AAQG)

-5.



SAE AS9101 Revision C

Audit Report No.:

A .
REO3/AS-S09 ASSESSMENT REPORT SSBSSJTC?ggomPany

GENERAL ASSESSMENT INFORMATION

1 Organization & Work Address

Company Name: NASA Marshall Space Flight Center Tel Number: 256-544-8361
Fax Number: 256-544-8361

Subsidiary of: NASA e-mail: don.|.miller@msfc.nasa.gov

Organization Identification: CAGE code: 14981

Assessed Site Address: Assessment Representative & Title:
Marshall Space Flight Center, AL 35812 Don Miller -- ISO Rep

Management Representative & Title:
Robin Henderson -- MR

Main activities: Design, Development, Production, Product Types or Codes: 21, 33, 35.3, K72.2; 376, 737
Installation, Servicing

No. of employees at assessed site: 4,000

2 QMS Registration

[ X ]11SO Standard / Revision: 9001:2000 [ X ]Aerospace Standard / Revision: REV B
Expiration Date (if applicable): May 27, 2007 Expiration Date (if applicable): May 27, 2007
Registrar Name: NQA-USA Registrar Name: NQA-USA

3 Assessment Team

Lead Assessor Name: Rich Giguere Other Assessment Team Members:

[ X ] Certified Auditor — Type & No. A03158 Glenda Howard AEA A08229

Louise Reimer AEA A09038

[ 1Qualified Auditor
4 Assessment Dates: February 26 — March 02, 2007
5 Assessment Scope

[ X ] Total facility assessed [ ]Initial assessment |[ X ] All 9100 clauses assessed

[ ] Partial facility assessed [ X]Re-assessment [ ]Partial 9100 clauses assessed
[ ]Other: Clauses not assessed:

[ 1Activity assessed: REO3/AS-S09

6 Assessment Disposition 7 Scoring

[ ]1Conforming Scoring result: 93%

[ X ] Conforming with minor (mi) corrective action
[ 1Nonconforming with Major (Ma) corrective action

8 Assessment Approval

9100 standard version assessed to:
Assessing Company Date Lead Assessor Name Signature

NQA 02 March 2007 Rich Giguere

Distribution Agreement

This Assessment Report is the property of the Assessed Organization and the Assessing Company. Distribution to other companies or
individuals is authorized only after written agreement of the assessed Organization and of the Assessing Company.

To that end, a signature below by an Authorized Representative of the Assessing Company indicates that this report may be copied by the
Organization for other customers.

If copied, the report must be disclosed in full including findings and any corrective actions.

Authorized Representative
Assessing Company Name Signature Date _02 March 2007
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Audit Report No.:

lisspsst
REO3/AS-S09 ASSESSMENT REPORT SSGSSf?gggompany

ASSESSMENT CONCLUSIONS

General comments about the organization and the quality management system of the assessed
organization:

Marshall Space Flight Center has a mature quality management system with strong evidence of
management commitment as well as a sense of workforce pride and ownership in the performance of
work. There is good focus on continual improvement along with the investment in people to assure a
positive outcome.

Strong points:

e Calibration Lab — “Benchmarkable”

e Windchill Electronic System when reviewing documents/records in the Dynamic
Modeling and Analysis Loads Branch for CLV

e Excellent support provided for the Auditors

e Professional and cooperative attitudes of all personnel

e Competency management system (CMS) comprehensive mechanism for managing
workforce and competency needs and related records

e Utility Control System

e Good emphasis on Lean 6 Sigma initiatives

e SAAM system does a good job of managing projects and coordinating requirements
of participants/Partners

Improvement Opportunities:

e Within the receiving inspection process the method to identify the traceability to the IAR
number on the internal test report for the raw material could be more consistent in the
event of separation from file.
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Audit Report No.:

REO3/AS-S098

ASSESSMENT REPORT

Assessing company
logo

GENERAL ORGANIZATION INFORMATION

1 Legal and Financial Aspects

O Date of Formation:

O Legal Status:

O Capital:

O Other Data:

Third Prior
Financial Year

( )

Second Prior
Financial Year

( )

First Prior Current
Financial Year Financial Year

( ) ( )

Sales

Earnings

Earnings used for Re-Investment

Workforce

2 Turnover breakdown and main Customers

Activities

Main Customers

Sales Percentage

Aviation, Space, and
Defense Industry

Other Activity
(be specific)

3 Clearances or Approva

Is granted by Authorities

Name of the Authority

Types and References

End of Validity
(date)
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Audit Report No.:

REO3/AS-S09

ASSESSMENT REPORT Assessing company

logo

ASSESSMENT RESULT SUMMARY

Organization: NASA Marshall Space Flight Center

Clauses*®

Result Observation/Corrective Action Request

' Number
S [Ma | mi | NA|N/E (Ma/mi)

4 - Quality Management System

4.1 General requirements

4.2 Documentation requirements

4.3 Configuration management

5 - Management responsibility

5.1 Management commitment

5.2 Customer focus

5.3 Quality policy

5.4 Planning

5.5 Responsibility, authority and
communication

5.6 Management review

6 - Resource management

6.1 Provision of resources

6.2 Human resources

1 NC mi#3

6.3 Infrastructure

6.4 Work environment

7 - Product realization

7.1 Planning of product realization

7.2 Customer-related processes

7.3 Design and development

1 NCmi# 4 OBS#5

7.4 Purchasing

7.5 Production and service provision

1 NC mi#6

7.6 Control of monitoring and
measuring devices

X OBS #2

8 - Measurement, analysis and improvement

8.1 General

X

8.2 Monitoring and measurement

1 NC mi# 1

8.3 Control of nonconforming
product

8.4 Analysis of data

8.5 Improvement

Assessed Organization

Management Rep. name:
Robin Henderson
Signature:

Assessing Company

Lead Assessor Name: Rick Giguere

Results

Signature:

* For each clause, indicate with an “X" the results of assessment: “S" for Satisfactory, “Ma” for major corrective action, "mi” for
minor, “N/A” for not applicable, or N/E for not evaluated.

-9-
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Audit Report No.: :
REO3/AS-S09 ASSESSMENT SCORING Assessrfogggomp iy
Organization: Result
Major CAR or minor Minor CAR on non
SCORING CHART (%:Iji;nml;?tl Key requirement | NO CAR | RESULT
(Col. A) (Col. B) | (Col. C) (Col. D)
Multiple Single Multiple Single
findings finding | findings finding
4 | Quality management system (100)
41 General requirements 0 10 25 40 50 50
4.2 & 4.3 | Documentation requirements & Configuration management 0 10 25 40 50 50
5 | Management responsibility (150)
5.1 Management commitment
5.2 Customer focus 0 5 15 20 30 30
5.3 Quality policy
5.4 Planning 0 10 20 30 40 40
5.5 Responsibility, authority and communication 0 5 15 20 30 30
5.6 Management review 0 10 25 40 50 50
6 | Resource Management (100)
6.1 Provision of resources 0 10 25 40 50 40
6.2 Human resources
6.3 Infrastructure 0 10 25 40 50 50
6.4 Work environment
7 | Product realization (450)
7.1 Planning of product realization 0 5 15 20 30 30
7.2 Customer-related processes 10 30 50 60 60
73 Design and development
7.3.1 | Design and development Planning 0 5 15 20 30 5
7.3.2-3-4 | Inputs, outputs & review 0 5 15 20 30 30
7.3.5-6 | Design and development verification & validation 0 5 15 20 30 30
7.3.7 | Control of design and development changes 0 5 15 20 30 30
7.4 Purchasing 0 10 30 50 60 60
5 Production and service provision A
7.5.1 | Control of production and service provision 0 10 25 40 50 40
7.5.2 | Validation of processes for production and service provision 0 10 20 30 40 40
7.5.3 | Identification and traceability 0 10 20 30 40 40
7.5.4-5 | Customer property & Preservation of product 0 5 15 20 30 30
7.6 Control of monitoring and measuring devices 0 5 10 15 20 20
8 | Measurement, analysis and improvement (200)
8.1 General 0 5 10 15 20 20
8.2 Monitoring and measurement
8.2.1 | Customer satisfaction 0 5 10 15 20 20
8.2.2 | Internal audit 0 5 15 20 3 1|5
8.2.3 | Monitoring and measurement of processes 0 5 15 20 30 30
8.2.4 | Monitoring and measurement of product 0 5 15 20 30 30
8.3 Control of nonconforming product 0 5 15 20 30 30
8.4 Analysis of data 0 5 10 15 20 120
8.5 Improvement 0 5 10 15 20 20
The assessed organization agrees on the quality management system Total Points Possible 1000
scoring and corrective action requests
Total Points Achieved 930
Name of Representative: Signature: Date:
Score
02 March 07 (pts achieved/pts possible) | 93
X 100

-10 -




SAE AS9101 Revision C

Audit Report No.:

REO3/AS-S09

CORRECTIVE ACTION REQUEST Assessing company

(CAR) logo

Organization:

Site:

Identification CAR No.:

Date issued:

Reference Standard:

Referenced Standard Clause concerned:

Criticality
Ma / mi

Nonconformance Description

Assessor Name:

Assessor Signature:

Assessed Organization to complete the CAR with root cause analysis, corrective action, and Due date:

planned completion date of corrective action, and return to the Assessing Company by due date.

Action | Root Cause:
No.:

Action | Corrective Action:
No.:

Planned completion
date of corrective
action:

Organization Representative Name:

Signature:

Current date:

Verification of the implementation of the completed Corrective Action by the Assessed Organization

Organization Representative Name:

Signature:

Current date:

Verification of the implementation of the completed Corrective Action to be filled out by the Assessing Company

Verification date:

Accepted:

Yes O

No O

Assessor Name: Assessor Signature:

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management

11 -
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Audit Report No.:

REO3/AS-S09

OBSERVATIONS/COMMENTS ASSGSSf?Oggzompany

Organization: NASA Marshall Space Flight Center

Site: Marshall Space Flight Center llssued date: 02 March 2007

Item Number

Section

Observation/Comment

See findings page — report #REO3/AS-S09

Lead Assessor Name:

Rich Giguere

Signature:

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-13 -




SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

Requnremenzs

Number
Ma or mi

NIA

4

QUALITY MANAGEMENT SYSTEM

4.1

General requirements

0% Has the organization established, documented, implemented and maintained a quality
management system and contfinually improved its effectiveness in accordance with the
requirements of this Intematicnal Standard?

02 Does the organization;

a)

b}
c)

d}

g)
f)

identify the processes needed for the quality management system and their application
throughout the organization? (1)

determine the sequence and interaction of these processes? (1)

determine criteria and methods needed to ensure that both the operation and control of
these processes are effective?

ensure the availability of resources and information necessary to support the operation
and monitoring of these processes?

monitor, measure and analyze these processas?

implement actions necessary fo achieve planned results and continual improvement of
these processes?

TR NN

03 Are these processes managed by the organization in accordance with the requirements of this
intemational Standard?

04 Where an organization chooses to outsource any process that affects product conformity with
requirements, does the organization ensure control over such processes?

05 s the controt of such outsourced processes identified within the quality management system?

Note: Processes needed for the quality management system referred to above should include processes for management activities,
provision or resources, product realization and measurement.

Guidance Notes
(1) Main processes formally identified {e.g., list, flow diagram). _O/;\ /@( \J/LL. [,J\,gé)/ [)‘;Lgé Tl

Objective evidence assessed / Observations / Comments / N/A explanation

N

o

?\Jucmm {_’?u”_f_l( .,n-;‘{ - L?A’a,»u, ~ Mf;@uﬂoﬁ/}‘ﬂ i ;”"-‘5"’1{‘3’1/ ‘7"1 oww
/

0 //af,wz c7w,/"2/m =4 (,.n_//b‘/( 5;,—:-«/(&/61/(&': ,/,u.é{flm_, 7

Z

] . /. J.. - s I X W '
Ohtsoncing in fardicd pria Peinad futreens

“ir

ﬂucf’(ﬁ/ m(m AR 7"/‘0 /Vymff' 15 1% 4 /MFLJ hargin

( 9-4)

S: Satisfactory - CAR: Corrective action request — Ma: Major commective action — mi: Minor corrective action
N JA: Not applicable - N/E: Not evaluated - P: Product - M: Management

«17 -




SAE AS8101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS KEY S NW NA | NE
REQUIT umber
f Ma or mi

4.2 Documentation requirements

421 General

06 Does the quality management system documentation include:
a) documented statements of a quality policy and quality objectives?
b) aquality manual?
¢} documented procedures required by this International Standard?
d) documents needed by the organization to ensure the effective planning, operation and
control of its processes?
e) records required by this International Standard (see 4.2.4)?
) quality system requirements imposed by the applicable regulatory authorities?

W\

07 Does the organization ensure that personnel have access to quality managernent system
documentation and are aware of relevant procedures?

NES EXRNY

08 Do Customer and/or regulatory authority representatives have access fo quality
management system documentation?

Note 1: Where the term “documented procedure” appears within this International Standard, this means that the procedure is established,
documented, implemented and maintained.

Note 2: The extent of the quality management system documentation can differ from one organization o another due to

a) the size of organization and type of activities,

b} the complexity of processes and their interactions, and

c) the competence of personnel.

Note 3: The documentation can be in any form or type of medium.

422  Quality manual

08 Has the orgenization established and maintained a quality manual that includes (1):

g} the scope of the quality management system, including details of, and justification for, any P
exclusions?

b) the documented procedures established for the quality management system, or reference
to them, and when referencing the documented procedures, is the relationship
between the requirements of this Infernational Standard and the documented i
procedures clearly shown? (2) 7

¢} adescription of the interaction between the processes of the quality management system?

Guidance Notes

(1) Quality manual reference and issue. \'“k(}D \2 3" 'k Quu 3 "?!:p;. ['JL,
(2) Check the procedure list. p‘m:%, all Loated on Woh- S

Objectwe ewdence assessedf Observations f Comments I N/A explanation
J"W-' w3 %M} un1 e, Ay . Nowid o o dromdafisn os 4 ., LM s réw
MJMJ{ Ug 'CJ'ELJ fetsnad e L (L“U - alf ,@(r,fu\x?we - ?‘gﬂ-ﬂ( Qroenipers
. LZ:LJU-J Lm/é“ r LS A"V{i (ettsns |
"ilc«»ﬂb“-‘r L*» W*} “"L,uw( Feepe aleion g L”I o A5Gt andd A Ceetio-
:.ij\rluuh [t . o wq&u,ac} gL,H‘_, & Phimecd e /wwrMJ

1\’"‘"‘-’45\ JJ\ u\\lmwé v .,[u"bb ‘t‘ AS Jue P‘(’M M

S: Satisfaciory - CAR: Corrective action request — Ma: Major corractive action — mi: Minor comective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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42  Documentation requirements (continued)

423 Control of documents

10 Are the documents required by the quality management sy‘stem controlled? M

11 Are records controlled according to the requirements given in 4.2.47

12 Has a documented procedure been established to define the contrals needed to:
a) approve documents for adequacy prior to issue?
b} review and update as necessary and re-approve documents?
c) ensure that changes and ths current revision status of documents are identified?
d) ensure that relevant versions of applicable documents are available at paints of use?
e} ensure that documents remain legible and readily identifiable?
f) ensure that documents of exteral origin are identified and their distribution controlled?
g) prevent the unintended use of obsolete documents, and to apply suitable identification to
them if they are retained for any purpose?

RN

"

R

13 Does the organization coordinate document changes with customers and/or requiatory /
authorities in accordance with contract or regulatory requirements?

4.24 Control of records

14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective operation of the quality management system?

16 Has a documented procedure been established to define the controls needed for the

o/
15 Do records remain legible, readily identifiable and retrievabls? (1) /
identification, storage, protection, retrieval, retention time and disposition of records? /

17 Does the documented procedure define the method for controlling records that are yf
created by and/or refained by suppiiers?

18 Are records available for review by customers and regulatory authorities in accordance J/
with contract or regulatory requirements?

| 4.3 Configuration management

19 Has the organization established, documented and mainiained a mnﬁguratm management | P
process appropriate fo the product? {andy N—(_c] bh s M L’b-w’(x,
{

L Note: Guidance on configuration management is given in ISO 10007.

Guidance Notes _ : N _
(1) List records reviewed. il Ll LTW HQ\»J &u bmu,m{ Afﬂ/ﬁ'@w\ [ A’I/Hiv\
Objective evidence assessed / Observatnoqs ! Comments / N/A axplanatlon
% Wﬁi Aseumis oA wm{mmw atiam + Yo i Liked s -
MM{M arts hoelf Ata At Hawkd Wk St paa, qecers--

ﬁvvw :ML M»ﬂu[lwi‘ ov add aﬂ»:.) [/aJ J ,bb,a" /_e/ifcu&j Jeliigm ans az‘ﬂ‘«‘f%{gj
1 %i lL‘/’-Z. N o EL#M—J- ‘[mua( ¢ mw,m;JL . L,ém.ﬂ L, (,u/ T o PRSP 3497,&, /...ewuw-a‘

w&wm[,mw y hir- L:{/»M u“fm ,uuu i s,i'mv} A Todoe. ¢ uf»fufux
ihlet'mf’b ’ i}ﬂb %xi]l’f A.u,cx;{f /4\ ALL,MJ/,) T’::{;alw/\-ts,«bﬁl auO(,f uxi‘i

S: Satisfactory - CAR: Corractive action request — Ma: Major corrective action — mi: Minor corrective action
N JA: Not applicable - N/E: Not avaluated - P: Product - M- Management

= 195




SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS et | s |8 e

Ma or mi

42  Documentation requirements (continued)

423 Control of documents

10 Are the documents required by the quality management system controlled? W M
11 _Are records controlled according to the requirements given in 4.24? L ;'/g/

12 Has a documented procedure been established to define the contrals needeobto:
a) approve documents for adequacy prior fo issue?
b} review and update as necessary and re-approve documents?
¢} ensure that changes and the current revision status of documents are identified?
d) ensure that relevant versions of applicable documents are available at points of use?
e) ensure that documents remain legible and readily identifiable?
f) ensure that documents of external origin are identified and their distribution controlled?
g} prevent the unintended use of obsolete documents, and to apply suilable identification to
them if they are retained for any purposa?

13 Does the organization coordinate document changes with customers and/or regulatory
authorifies in accordance with contract or regulatory requirements? ‘ ! %

4.2.4 Control of records

14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective operation of the quality management systam?

v
15 Do records remain legible, readily identifiable and retrigvable? (1) W

16 Has a documented procedure been established to define the ﬂc::mu-c:as needed for the
identification, storage, protection, retrieval, retention time and disposition of records? u ,6‘/‘7)

17 Does the documented procedure define the method for controliing records t‘hat are |
created by and/or refained by suppliers?

N VAR RV IV 1 RN B KA AU WA VAWNWAVACAR KV, O

18 Are records available for review by customerg ? reguiatory authorities in accordance
with contract or regulatory requlrements?

4.3 Configuration management . )

19 Has the organization established, documented and maintained a configuration management | P 5

process appropriate fo the product? L_ﬂ, %
I

l Note: Guidance on configuration management is given in ISO 10007. l

Guidance Notes P2 Juyl. [ m PE 1440, 2 | LALbafior Ao

(1) List records reviewsd. {,)0+] md@ﬁ/ (D wechre Achor— Mo~ | Lolome,

Objective evidence assessed / Observations / Comments / N/A explanation o
icp‘ yw% ébC/b M»é_»:{} (L i')(f'\fﬂatec\ OLKI C,{_,{,,l‘ru:f— /(_é IS L)~
v% 2475 D lo-su. 1 MPR 13807, MPRE730.57) MR GHio.),

MEE. quol VPR, Judo, 2 TR %w/ Vlf\wiﬂfi%vl M= 3%
mPﬂ’bwonf] mwtwaoz) MP?\EOD)U& W/{/ayo,

PR B0t T 8L 1T 5 IWE 13504 ) Ml 12502 T 49

WK L{’O(){)z') i/\ 5“1‘0--0}\11“»-00\](} — ]/‘%U/Bmed Mot /ij\r{rzye&oﬁ

S: Satisfactory - CAR: Corrective action request — Ma: Major comractive action ~ mi: Minor corrective action
N /A: Not applicabls - N/E: Not evaluated - P: Product - M: Management

~19-




. SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

KEY S CAR NIA | NFE
ASSESSMENT QUESTIONS inemrmts Number
Ma of mi

4.2 Documentation requirements (continued)

4.2.3 Control of documents _’_,.--’/
10 Are the documents required by the quality management system controlied? M /
11 Are records controlled according to the requirements given in 4.2.47 /

12 Has a documented procedure been established to define the controls needed to:
a) approve documents for adequacy prior to issue?

W s 3
b} review and update as necassary and re-approve documents v Y 2
¢} ensure that changes and the cument revision sta ocuments are identified? < 3"0' g
d) ensure that relevant versions of appli ocuments are available at points of use? ~

e} ensure that documents re egible and readily identifiable?
f) ensure that do of external origin are identified and their distribution controlled?
g} prev uninlended use of obsolete documents, and to apply suilable identification to

em if they are retained for any purpose?

13 Does the organization coordinate document changes with customers and/or reguiatory
authorifies in accordance with contract or reguiatory requirements?

4.24  Control of records

14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective cperation of the quality management system?

15 Do records remain legible, readily identifiable and retrievable? (1)

16 Has a documented procedure been established to define the controls ne,eded for the
identification, slorage, protection, retrieval, retention time and disposition of records?

17 Does the documented procedure define the method for controlling records that are
created by and/or refained by suppliers?

ALY

18 Are records available for review by customers and regulatory authorities in accordance
with contract or regulatory requirements?

- _‘\j
4.3 Configuration management i O SS f

va [
19 Has the organization established, maintained a configuration management | P ="
proc e to the product?

| Note: Guidance on configuration management is given in iSO 10007. ‘—jg'c»j { ¢, K e sk —IRF6 e D—l-‘

\

e Wl : . ;
Guidance Notes Ppoduwct flelease fAne APpeoal TV ‘:% -i t/_:(dfsc-s’
g ) - . o A
(1) List records reviewed. PhewiCs piyi&8el o J6 m11) 50 478 f7ae Boom

= = e peS—
Objective evidence assessed / Observations / Comments / N/A explanation

D) Asnecrenms (Cormancts) @apm 1526, 1221,]237 , (337

77‘65"?!\:‘ /N :)u'{/ ;ffs;nwt %

{A}f F (:‘}\J{:,L(( P~ l—_r;ﬂ",g,‘j F‘ﬂ;,,.g)
ST

Des S Agrppdels o PPe w7 AECe as7
) Y ¢ L~ ? : T o = 12 o _’_ _
Priew S0 iz OB Y ?a (CAEST onlE~S

%&L e & T Cé ek Jrons — ‘
[Burole S~ DS . SfPlien [fevied> fefT
e %/(_:ff 22¢ /’Qﬁﬁ'wyﬂe' e'é.#*?"?é f@'@q v—??")

S: Satisfactory - CAR: Comective action request — Ma: Major corractive action — mi: Minor corrective action
N /A: Not applicable - N/E: Nof evaluated - P: Product - M: Management ‘;z/g &

7 7= 2 1 7%"6-
Sis0aTime fhve grropna SiIN pThon.piTials NV F& I L€V e (
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5 MANAGEMENT RESPONSIBILITY

5.1 Management commitment

01 Has fop management provided evidence of its commitment to the development and | M
implementation of the quality management system and continually improving its effectiveness by
(1x
a) communicating to the organization the importance of meeting customer as well as statutory

and regulatory requirements?
b} establishing the quality policy?
¢} ensuring that quality objectives are established?
d) conducting management reviews?
e) ensuring the availability of resources?

L

NN S

5.2 Customer focus

02 Has top management ensured that customer raguirements are determined and are met with the /
aim of enhancing customer satisfaciion (see 7.2.1 and 8.2.1)? '

53  Quality policy

03 Has top management ensured that the quality policy: > t‘ {f t’(b'] ’{,r\ﬂW ;
a) is appropriate to the purpase of the organization? ; M ] - )
b) includes a commitment to comply with requirements and continually improve the effectiveness | J-‘{ rﬁl‘
_ of the quality management system? L i
¢} provides a framework for establishing and rewemng quality cbjectives?
d) Is communicated and understood within the organization? (2) n ,0-47] d C‘] W{
e) is reviewed for continuing suitability? I (i

==
]
T
% gy

5.4 Planning

5.4.1 Quality objectives

05 Are the quality objectives measurable and consistent with the quality policy? M {

04 Has top management ensured that quality objectives, including those needed to mest
requirements for product [see 7.1 a)} are established at relevant functions and levels within the
organization? (3}

—

5.4.2 Quality management system planning

06 Has top management ensured that:

a) the planning of the quality management system is carried out in order to mest the requirements /
given in 4.1, as well as the quality objectives? _
b) the integrity of the quality management system is maintained when changes to the quality F

management system are planned and implemented?

Guidance Notes
“(1) Evidence of management commitment. S2 mu w

(2) Identify and record method of communication. — “azanzbius Lo ey e ‘}W"D o GUS appuned + M

{3} Review objectives and status of their implementation.

i~ Lo

Objectwe evidence assessed / Ob;.;ervat:onsl Comments / N/A explanahon

(_wx’ig,\d,a_ LL}R} ﬁ,ut é‘\{,nhtu»kc\n { g Grvwnedl,

—»}/
I«j) L !‘U\ “’Lr\; Erudipe - /\;\,MHI At e, !L{J;,W%M

1@ ﬁ“fm‘ﬁ At Mw{vnwwﬁ e Loaerahp om }"JW‘“:V/*‘S A el ~ ME&;M H‘[“’zt"”jv

n ; Ao« Luu’f’m
gy f!‘n-l shudil & ,d.__;é\' w;fJ /quwm-e, k pkaked reainacy U,L"‘Lg fmwa' M
(@ Sy, o B o, tgoit ool B

S: Satisfactory - CAR: Corrective action request — Ma: Major comective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P; Product - M: Management
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5.5 Responsibility, authority and communication

5.5.1  Responsibility and authority

07 Has top management ensured that the responsibiliies and authoriies are defined and /
communicated within the organization? (1) 7

e

5.5.2 Management representative

08 Has top management appointed a member of management who, irrespsctive of other | M

responsibiliies, has responsibility and authority that indludes:

a) ensuring that processes needed for the quality management system are established.
implemented and maintained?

b) reporting fo top management on the performance of the quality management system and
any need for improvement?

¢} ensuring the promotion of awareness of customer requiremenls throughout the
organization?

d} the organizational freedom to resolve matiers pertaining to quaiity?

Note: The responsibility of the management representative can include liaison with external parties on matters relating to the quauty'
management system.

5.5.3 Internal communication

09 Has top management ensured that appropriate communication processes are established within ' )
the organization and that communication takes place regarding the effectiveness of tha quality i
management system? ' [ |

Guidance Notes
| (1) Identify and record the method(s) of communication within the organization.

Objective evidence assessed / Observatlonsi Comments / NIA explanation

MH—J A (-A'MJ 29 AL vM' M J\JATJ'\L/)I‘-’(,‘U{&T“*J =t [»ut, AJ b ? CM @ &xﬁ—w’\.
vM\I med %\4‘; mandk Qu\o L-LT&LX " A A/C A Lkawbwj

w.ﬁmtﬁ\{\uu# gl /\rru.ﬁ,md;é-'m”wtc'- cf( G4 5 Sum’cv% ,"LL/[LJ-‘L/-{ ,{,i\‘_l U[‘L
W}: V&qﬂw auk A Mg wh (. (tm Cre ond 5PC) m He

% A e e frf/.h-&_ ISy J

Hﬁhm :/( oL Q-“LB W“f( .:{‘y‘/)«v\fwﬁ Qurgndiens o'/ Gy é/(_

Vo .
. o -, i & A oy G2 WWJ\*&MJA

)) ( 6 bﬁbbﬁve‘{' (o m'—vn,;,gr_?fu-n 1' \JWJ-c,»\_JE‘}.X'Lp\ y(».,j i

¢ 'b 4 - /! :
L oy @ 10/*\{,}’{"4"“ o Nwmecas Iy SRSt &8 RS

)'QM[M&# C'qu \)erv\:j ))/L,L-.k(am_ o .‘-Jl/{,bh‘}%v) H /th/\r{/y‘\—e.ﬂdﬂ: u,ﬁ‘d‘,uwu)

$: Satisfactory - CAR: Comective action request ~ Ma: Major corrective action — mi: Minor comrective action
N /A: Not applicable - N/E: Not evaluated - P Product - M: Management
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5.6 Management review

5.6.1 General

10 Has top management reviewed the organization's quality management system, at planned
intervals, to ensure its continuing suitability, adequacy and effectiveness? (1)

11 Does this review inciude assessing opportunities for improvement and the need for changes to
the quality management system, including the quality policy and quality objectives?

~

12 Arg records from management reviews maintained (see 4.2.4)7 ! / ! ‘\\
56.2 Review input M¢ ﬁ 2501 Mgax {Q(,-;,r, \:i
13 Does the input to management review include information on (2}:' o M v '\\
sa) results of audits? ~ @4 Zulily  _on Cleadiing Lpplin, qudits Gou, e y k.
v'B) customer feedback? /
v/C) process performance and product conformity? / X
~d) status of preventive and corrective actions? \
/8) follow-up actions from previous management reviews? 4 4
/1) changes that could affect the quality management system? 4 §
‘/g’;) recommendations for improvement? - Q
5.8.3 Review output '

14 Does the output from the management review include any decisions and actions related to {2): 3
a) improvement of the effectiveness of the quality management system and its processes?

b) improvement of product related to customer requirements? i

c) resource needs?

=
(i usf
7

/

Guidance Notes
(1) Record management review frequency and functions involved (e.g., quality, production). M,ﬂb{,é %‘d/

teof

',A..A,'ag'/?/’
ﬁ,@/,mw/ £ S/

(2) Verify the availability of input / output data {e.g., statistical data; graphics; summary tables; reports).

Objective evidence assessed / Observations / Comments / N/A explanation
Ms§ eMe sPe - Haskarsly f 1458 dofumada MED 124
A onda - a2 ,;.,-m"f',ﬁ;f-apf;z/' an A3 Qpunect,
S-:.l'oc ) c':lg ?/gu -

“ // 23/¢7 Sl evuncis &Wzrm? Alginien S
jw]'m zu"n/\ j.,‘:‘.c, Lw.,{,c) ML

./

Ao feviewrdd /.

5\?-%7‘%

AT My Ao St Tang e "
EAe - 2ffor - ahin o,

Py an seked L Leo) Hileafonss
fbmu,{uvw./r@ AT E s 07 ;W?Vﬂ‘-

Con

()
by

G Z A _1,4’ {’”T"f A L.jjbbCJ
fZL 2'{\ VL‘/M(_D Corea

/,:/f? i M I ;’[1//{44_ 2

| ?ﬁ JB / *a"f"}%ﬂ% LAJW %/é%fmf(ﬁrlj "Z/fffv erd vo;’d? W( L.lt,{ %

S: Sa::sfacfonl CAR: Correctiv: acbon raquest - Ma: Major corrective action — mi: Mmorcorrscr.-ve action c| A c hqﬂ*’ta
N /A: Not applicabie - N/E: Not evaluated - P: Product - M: Management
'/{,u.{ s s« wg

/\LUW w»c. ,M: uuj
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8. RESOURCE MANAGEMENT
6.1 Provision of resources
01 Has the organization determined and provided the resources needed:
a) o implement and maintain the quality management system and continually improve its

effectiveness? and
b) to enhance customer satisfaction by mesting customer requirements?

6.2 Human resources

8.21 General
02 Are personnel performing work affecting product quality competent on the basis of app;gprig,tep
education, training, skills and experience? (1) o Aaswid Cppan Sr0FAA
W =

6.2.2 Competence, awareness and training

03 Does the organization:

a) determine the necessary competence for personnel performing work affecting product | P / g
qualiy?2) (T4 § .
b) provide training or take other actions to satisfy thess needs? w my

¢} evaluate the effectiveness of the actions taken? Sruna z—uﬂm

d) ensure that its personnel are aware of the relevance and imporiance of their activities and
how they confribute to the achievement of the quality objectives?

) maintain appropriate records of education, training, skills and experience (see 4.2.4)7 (3)

N QK‘{

6.3 Infrastructure e Mt /j/,( il s
LA,

04 Dces the organization determine, provide and mau‘ntaig tFi?e ihfrastructure needed to achieve

formi i ?
conformity toqoduct requaremfants o Mj (ﬂy %% :_ »
Infrastructure includes, as applicable: 3 A
(AT

a) buildings, workspace and associated utilities?
b} process equipment (both hardware and software)? J
c) supporting services (such as transport or communication}?

N

6.4 Work environment Qe et Rk ,/, /};‘Mffgd
sy
05 Does the organization determine and manage thefwoé‘ environment needed to achieve |P /

conformity to product requirements? L{M "C&Mi”’i M iy T~ - TMF 4 c;w]u».f
7 ]

)

Note: Factors that may affect the conformity of the product include temperature, humidi , lighting, cleanliness, profecfion from '

.gd 'j Aon
sorde

Y 1 fne Plirnins - Loty o LopAinses Seombif andiidiols (8] fi pocets
,"/:frl/(i./fi}ri—‘;‘ _,-f::.;/ A {;"o}f( {/I.':ff/'iér,’f ‘ -z’iwf‘} é""(j'"f"'-l/'/ éy"’t‘gﬁ"/ fyﬁﬂ'\) ?5 .ZJ Cl’f;/{vf“‘f—'

i) /
!’ I

P ; , - - , izl s (1eTe ol
{blgl Modus 1 T,L@uuﬂ\ im Sateca Sydom — Counne Ly hcais (OLlals evl)

| Ganivs ,E}_,;_,L;%»{" - :;"'-’\*;‘Mff S HE { _j(; _r{,r?r i{.g_d,fj,‘\ 2 5 e, M{‘mMMJ -:’T{?..{,.h{,r) Q/WMWT C,éutxﬂ.;;?}t

o

electrostatic discharge, ete.  (Daoury WS¢ pundlccdpn of Bid) 4473 4209 ¢
Guidance Notes : /Léwm. %
(1) Review training records and plan {status of the current year and of the previous year). /o ! JM '
{2) Give examples of methads used fo determine competence (e.g., competence matrix, multi-skill), -5 $ sl [~ e
(3) Review training certificates for the certified personnel and training records (intemal and external training courses). e 7,;;1 Ta4 Tzom. )

- Comeliadan
Objective evidence assessed / Observations / Comments / N/A explanation i

_Q;_fb‘:’” L s e [ ru

S: Satisfactory - CAR: Caorrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Naot applicable - N/E: Nof evaluated - P: Product - M: Management
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6. RESOURCE MANAGEMENT

8.1 Provision of resources

01 Has the organization determined and provided the resources needed:
a) to implement and maintain the quality management system and continually improve its
effectiveness? and

b} to enhance customer g,)/chon by meeting customer reqwrements‘ﬂ,\ f’—;'/

6.2 Human resources

6.2.1 General

02 Are personnel performing work affecting product quality competent on the basis of appropriate
education, training, skills and experience? (1) | )\ |

9,

6.2,2 Competence, awareness aqqu-alning 0

a) determine the necessary compeience for personne! performing rk affectmg

quality? (2) l‘jz/
b) provide training or take other actions to satisfy these needs? LDL %

c) evaluate the effectiveness of the actions taken? '-—?

d) ensure that its personnel are aware of the relevance and importance of their activities and
how they confribute to the achievement of the quality objectives? :

2) maintain appropriate records of education, training, skills and experience (see 4.2.4)? (3)(/57 9

03 Does the organization: l‘j”k\éj; é(, é L/ 1O, { é—,

L Lo v v

6.3 Infrastructure

conformity to product requirements?

Infrastructure includes, as applicable: W\% '\36

\a) buildings, workspace and associated utilities?

04 Does the organization determine, provide and maintain the mh’ai/e needed to achieve

€} supporting services (such as transport or communication}?

f"u
b) process equipment (both hardware and software)? &/&%

ANKE
X

-

6.4 Work environment

conformity to product requirements? |/

05 Does the organization determine and manage the work environment needed to achieve | P

5

ecirostatic discharge, etc.

-
j Note: Factors that may affect the conformity of the product include temperature, humidity, lighting, cleaniiness, protection from

%; trszz diry
Q | Guidance Notes RTRT A7 e -
g YOI o 1 msFe STOS
A é 3 {1) Review training records and plan {status of the current year and of the previous year)~” (SA (.ngé
S ~Cy | (2) Give examples of methods used to determine competence (e.g., competence matrix, multi-skill). .

-

(3) Review fraining certificates for the certified personnel and training records (internal and external tralmng course AL
I

-J/\A“'&Wé# Te i cnf EXP o) f:z—a"\ RE LQO{C.

=Sh, NOT, 53‘”4%02

oy~ o AL CE

M(‘I/DL L«#U&’S

SJels ook i ethers - MSF 577?7 Céﬂ@ o - @ iz d,c#é@a
Sk s ot SIS
0 %ﬂud’ Pace sses ( éﬁg Jede \ ‘\Mrtmw# éj;f&{

M m/wwea—slm MLM\, Sthabyly Jo B oy, Do cses Sk le

— L s )

Objective evidence assessed / Observations / Comments / N/A explanat:on
S‘)Lﬁﬂ-c(d’.lc(i/ /{5(;

\._../[

3: Satisfactory - CA : Carrective action uest—Ma Major correcsva action — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated - P: Pmduct M: Management
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7, PRODUCT REALIZATION

71 Planning of product realization

01 Does the organization plan and develop the processes needed for product realization
(see 4.1)? I/-@;/ '

v
02 s planning of product realization consistent with the requirements of the other processes of the
quality management system (see 4.1)7 L-%’

S
>
03  In planning product realization, does the organization determine the following, as appropriate; S
a} quality objectives and requirements for the product? b
b} the need to establish processes, documents, and provide resources specific to the S
product? V*g")/ S
¢) required verification, validation, monitoring, inspection and test activities specific to the
preduct and the criteria for product acceptance?
d) records needed to provide evidence that the realization processes and resulting product | P S
mesat requirements (see 4.2.4)7 i
e) the identification of resources éupport operation and maintenance of the S

product? | 4 <
r4

I 1
04  is the ouiput of this planning in a form suitable for the organization's mathod of operations’Lg)‘, 5
V7

Note 1: A document specifying the processes of the quality management system {including the product realization processes) and the
resources fo be applied to a specific product, project or contract, can be referred to as a guality plan.

Note 2: The organization may also apply the requirements given in 7.3 to the development of product realization processes.

Objective evidence assessed / Observations / Comments / NJ/A explanation

Tnfewerad Supmiisen [lgdd i~ Ex frbu ooy~ b
(fud ,/lﬁl/‘m@é- ,D/N AT~ l@@l;—/ SChe &v&;ﬂ'
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S: Satisfactory - CAR: Corrective action request — Ma; Major corractive action — mi: Minor corrective action
N JA: Not applicable - N/E: Not evaluated - P: Product - M Management
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7.2 Customer-related processes

7.21 Determination of requirements related to the product

05 Does the organization determine: M
a) requirements specified by the customer, including the requirements for delivery and post-
delivery activities?
b} requirements not stated by the customer but necessary for specified or intended | yse, where
known?
c) statutory and regulatory requirements related to the product?
d} any additional requirements determined by the organization?

W\

AV TV

7.2.2 Review of requirements related to the product

06 Does the organization review the requirements related to the product? 5

07 Is the review conducted prior to the organization's commitment to supply a product to the | P
customer (e.g., submission of tenders, acceptance of contracts or orders, acceptance of
changes fo confracts or orders) and does it ensure that (1):

a} product requirements are defined?
b} confract or order requirements differing from those previously expressed are resolved?
¢) the organization has the ability to meet the defined requirements?

d} risks (e.g., new fechnology, short defivery time scale) have been evaluated?

Wolh v W

08 Are records of the results of the review and actions arising from fthe review maintained
(see 4.2.4)7 (2)

09 Where the customer provides no documented statement 'of requirement, are the customer
requirements confirmed by the organization bsfore acceptance?

v -

10 Where product requirements are changed, does the organization ensﬁre that relevant | P
documents are amended and that relevant personnel are made aware of the changed _5
reguirements?

Note: In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover the relevant
product information such as catalogues or advertising material.

7.2.3  Customer communication

11 Does the organization determine and implement effective arrangements for communicating

with customers in relation to:
a) product information?

b} enquiries, contracts or order handling, including amendments? ‘f
c) customer feedback, including customer complainis? <
‘Guidance Notes DRUD Jonw apere —CFd
(1) Check that all affected functions are involved in the review. ChinisTie A6 né- TECA ndd .
(2) Give examples of records reviewed. Spanpld Ll ese/e

| Objective ewc}lgnce assessed I Observations / Comments / N/A explanati
l> Sparc TS ZG V;:p/f;?ﬂfﬁd- Cn Y0 Fence /

= i
P iewe™~ £0
BowT J OO FAEHECCrm€.07S  (ss.ce

sefs — /22 ¢
Plup pozere -'fisf s, 239 Hett Dt Q0 mosT2, 537
JLAwImed o p ?/""“‘Te . A WEFGE ¢ FiuwTioss of /ZFD(PC'
D?"" 'p@?f/ﬂu C 7 //5?’“*1“/5% ¥ é’/ﬁtz:;(f) Cf/%z/ 7 ,_g‘fi,z?a’;;)
) o - o ik 7 i .
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S: Satisfactory - CAR: Corrective action request — Ma; Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development

7.31 Design and development planning MV( MM& )ﬁg} (bz}_ (f M < S / I/'L,Jr)l.é’} ( ,/\(L %

12 Does the organization plan and conirol the deslgn and dev@lopment of product?

13 During the design and development planning, does the organization dete M
a) Ihe design and development stages? (1) | /5 t\ %n(‘j,\(,%u—/
- in respect of organization, task seq ce, mandamry steps, significant stages and
method of configuration controi, '

b} the review, verification and validation that are appropriate to each design and development

‘t-.

stage? Lﬁ/
¢) the responsibilities and authorities for design and devaiopmeni‘i(&s

14 Where appropriate, due fo complexity, does the organization g:ve consideration to the
felfowing activities:
- structuring the design effort into significant elements?

- for each element, analyzing the tasks and the pecessary resources for its design
and development Does this analysis consider an identified responsible person,
design confent, input data, planning constraints, and performance conditions. Is
the input data spacd' ¢ to each clause reviewed to ensure consistency with

requirements? /5
15 Does the organization mgnaga the interfaces between different groups involved in design and
development to ensure effective communication and clear assignment of responsibility?
. o
16 Is planning output updated, as appropriate, as the design and develepment progresses? K[L

17 Are the different design and development tasks to be carried out defined accorc(nﬂg tE P
specified safefy or functional objectives of theproduct rn accordance with customer

and/or regulatory authority requirements? (2) (") § r T n\’_&.‘ 7{ AELS
7.3.2  Design and developmentinputs {J/{ .\ 2 WM‘\ ,:%Jod,d\ K’..Gﬁ'] Ly ¢
18 Are inputs relating to product requirements d ined and are records malntalned {seé} M

e Shorch] ol "

Do these inputs include:

a) functionzl and performance requirements? I itd/(/u? é, ,Q,V‘V"\(—L'}VE ‘f,, WYS
b} applicable statutory and regulatory requirements?

¢} where applicable, information derived from previous similar designs? i M

d) other requirements essential for design and developmenl’? v

19 Are these inputs reviewed for adequacy? l,\ﬁ S _- 2[/;_{/@4301 < D) g,”( A <
20 Are requirements completed, unamtnguaus and not in conflict wrfﬁ each oiher” 0[ j"\‘

Guidance Notes s?ﬂ ed /Lé’u\c{g (i~ lfU;y\dCﬁufH

(1) Giva at least an example of mpleted deslgn and development plan, or an example of one in progress that identifies the planning of
=t

W WO T o—— [\ S W0k

VR EAYAVAY)

tasks and key events. —

@ Swmoame -~ AFEST 5pp ., P 79067

Review applicable input data (give examples).

"I"“f? ’me[x .ufs Prarci~ -
(AMAAC M ﬁs, j,‘ - Ropiessld ‘BL/‘J

gL Sherstoy b s L c)oo 70306
Reguine pevh  fisted om #b a 2;? 553 hairg
wam Z,‘L\M M%le m%; % /nmeg-m’ﬁfuww— Hens Hnsv

S Sai:sfac 1y - CAR: Correclive action request - Ma: Major con‘ect;ve action - mi: Minor corrective action
N /A: Not appf:cab!e N/E: Not ava!ua!ed P: Product ﬁ‘Managsment
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7.3 Design and development

7.31 Design and development planning

12 Does the organization plan and contrd} the design and development of product?

731

13 During the design and development planning, does the organization determine: M

a) the design and development stages? (1) ' 5

- in respect of organization, task sequence, mandatory steps, significant stages and
method of configuration control,

PAGL

| F2

pe

b) the review, verification and validation that are appropriate to each design and development 5
stage?
c¢) the responsibilities and authorities for design and development? £l md—
14 Where appropriate, due to complexity, does the organization give consideration to the
following activities:
- structuring the design effort into significant elements? _5

- for each element, analyzing the tasks and the necessary resources for its design
and development. Does this analysis consider an identified responsible person,

design content, input data, planning constraints, and performance conditions. is the %5
input data specific to each clause reviewed to ensure consistency with
requirements?
15 Does the organization manage the interfaces between different groups involved in design and 7
development to ensure effective communication and clear assignment of responsibility? S
16 Is planning output updated, as appropriate, as the design and development progresses? '_S
17 Are the different design and development tasks to be carried out defined according to
specified safety or functional objectives of the product in accordance with customer S
and/or regulatory authority requirements? (2) . P
7.3.2  Design and development inputs
18 Are inputs relating to product requirements determined and are records maintained (see 4.2.4)7?
3) <
Do these inputs include:
a) functional and performance requirements? g
b) applicable statutory and regulatory requirements?
c) where applicable, information derived from previous similar designs? 5
d) other requirements essential for design and development? S
19 Are these inputs reviewed for adequacy? ;
20 Are requirements completed, unambiguous and not in conflict with each other? )

Guidance Notes
(1) Give at least an example of a completed design and development plan, or an example of one in progress that identifies the planning of

tasks and key events. v
(2) Givean exarﬁp!e. =T19? Coar - FUC LT es o6 - JZ@/*"""‘"L 2
(3) Review applicable input data (give examples). /4 aAnEY FE/AOcis - PPt rT™ ,( {//6_ ,(;;;),me_

Objective evidence assessed / Observations / Comments / N/A explanation G EBoFF fpeact — puy
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N/A

NE

7.3 Design and development

7.3.1  Design and development planning

12 Does the organization plan and control the design and development of product?

13 During the design and development planning, does the organization determine:
a} the design and development stages? {1)
- in respect of organization, task sequence, mandatory steps, significant stages and
method of configuration conirol, :
b) the review, verification and validation that are appropriate to each design and development
stage?
c) the responsibilities and authorities for design and development?

R-1=r

Pose |

23

14 - Where appropriate, due to compiexity, does the organization give consideration to the
following activities:
- structuring the design effort into significant elements?

- for each element, analyzing the tasks and the necessary resources for its design
and development. Does this analysis consider an identified responsible person,
design content, input data, planning constraints, and performance conditions. Is
the input data specific fo each clause reviewed to ensure consistency with
reguirements?

15 Does the organization manage the interfaces between different groups involved in design and
development to ensura effective communication and clear assignment of responsibility?

=

16 Is planning output updated, as appropriate, as the design and development progresses?

17 Are the different design and development tasks to be carried out defined according fo
specified safety or functional objectives of the product in accordance with customer
and/or regulatory authority requirements? (2)

7.3.2  Design and development inputs

18 Are inputs relating to product requirements determined and are records mainizined {see
4.2.4)7 (3)
Do these inputs include;
a) functional and performance requirements?
b) applicable statutory and regulatory requirements?
c) where applicable, information derived from previous similar designs?
d) other requirements essential for design and development?

<

19 Are these inputs reviewed for adequacy?

20 Are reguirements completed, unambiguous and not in conflict with each other?

5
s
e
S
S

Guidance Notes

(1) Glve at least an example of a completed design and development plan, or an example of one In progress that identifies the planning of
72U Chenl

tasks and key events. /4’/4_’1(& A6 g o

(2) Give an example.
{ (3) Review applicable input data (give examples). Pfﬂ"‘ L~ Tu s

5 7—/231.(. (ﬂ—-—

Objective evidence assessed / Observations / Comments / N/A explanation
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7.3 Design and development (continued)

7.33 Design and development outputs

21 Are the outputs of design and development provided in a form that enables verification against

\n

the design and development input and approved prior to release?

22 Do the design and development outputs: M
a) meet the input requirements for design and development? =2
b) provide appropriate information for purchasing, produclior_l and for service provision? Z
c) contain or reference product acceptance criteria? ¢ g
d) specify the characteristics of the product that are essential for its safe and proper use? ;
e) identify key characteristics, when applicable, in accordance with design or contract S
requirements? =
23 Is all pertinent data required to allow the product to be identified, manufactured,
inspected, used and maintained defined by the organization; for example: M
- drawings, part lists, specifications? _5

- a listing of those drawings, part lists, and specifications necessary to define the
configuration and the design features of the product?

- information on material, processes, type of manufacturing and assembly of the product
necessary to ensure the conformity of the product?

7.34 Design and development review

24 At suitable stages, are systematic reviews of design and development performed in accordance
with planned arrangements (see 7.3.1) to (1)
a) evaluate the ability of the results of design and development to meet requirements?

b) identify any problems and propose necessary actions?
¢) authorize progression to the next stage?

25 Do participants in such reviews include representatives of functions concerned with the design
and development stage(s) being reviewed?

M (W

26 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4)?

735 Design and development verification

27 Is verification performed in accordance with planned arrangements (see 7.3.1) to ensure that

the design and development outputs have met the design and development input requirements? —5
28 Are records of the resulis of the reviews and any necessary actions maintained (see 4.2.4)? ) }
Note: Design and/or development verification may include activities such as: (= —F7 0 [, o0 2 I P
- performing alternative calculations, ‘3’[,4 » 77%¢ /s et Pﬁw ‘;:fg g <)
- comparing the new design with a similar proven design, if available, Steri imclllicre ¢ De g
- undertaking tests and demonstrations, and o : PESso Ledpn
- reviewing the design stage documents before release. 17T BenSes - i Decod
Guidance Notes Kear k. C6nwer- Sfes fcreo WESC
(1) Give evidence of reviews. ()/3'\?% Erwe WhiTe- /6> flevredd LannS

Objective evidence assessed / Observations / Comments / N/A explanation
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.3 Design and development (continued)

7.3.3  Design and development outputs

21 Are the outputs of design and development provided In a form that enables verification against
the design and development input and approved prior to release?

22 Do the design and davelopment outputs: M
a) meet the input requirements for design and development?
b) provide appropriate information for purchasing, production and for service provision?
c) contain or reference product acceptance criteria?
d) specify the characteristics of the product that are essential for its safe and proper use?

e} identify key characteristics, when applicable, in accordance with design or contract
requirements?

Wowow oW A\

23 s alf pertinent data required fo allow the product fo be identified, manufactured, | M

nspected, used and maintained defined by the organization; for example:

- drawings, part lists, specifications? §

- a listing of those drawings, part lists, and specifications necessary to define the
configuration and the design features of the product?

- information on material, processes, lype of manufacturing and assembly of the
product necessary fo ensure the conformify of the product?

7.3.4  Design and development review

24 At suitable stages, are systematic reviews of design and development performed in accordance | M

; with planned amangements (see 7.3.1) %0 (1) ° — See e7re« 27 A { b

| a) evaluate the ability of the results of design and development to mest requirements? 55/‘ -

: b) identify any problems and propose necessary actions? I3 't’ B ‘g"?ﬁ’ %J
¢} authorize progression to the next stage? 1 }Q‘* .

25 Do participants in such reviews include representatives of functions concemned with the design
and development stage(s) being reviewed?

=
268 Are records of the results of the reviews and any necassary actions maintained (see 4.2.4)? }

| 7.3.5 Design and development verification

27 s verification performed In accordance with planned arrangements {(see 7.3.1) fo ensure that

the design and development outputs have met the design and development input b
requirements?
28 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4)7 <
Note: Design and/or development verification may include aciivities such as:
- performing alternative calculations,
- comparing the new design with a similar proven design, if available,
- underiaking tests and demonsirations, and
- reviewing the design stage documents before release.
Guidance Notes
(1) Give evidence of reviews.
Objective evidence assessed / Observations / Comments / N/A explanation : s =
S5 S 72 /6%
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S: Satlisfactory - CAR: Corrective action request — Ma: Major correctiva action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development (continued)

7.3.6 Design and development validation

28 s design and development validation performed in accordance with planned arangements P
(see 7.3.1) to ensure that the resulting product is capable of meeting the requirements for the L
specified application or intended use, where known?

product?

30 Wherever practicable, is validation completed prior to the delivery or implementation of the /,;
=

L31 Are records of the results of validation and any necessary actions maintained (see 4.2.4)?

Nofes:
- Design and/or development validation follows successful design and/or development verification.
- Validafion is normally performed under operating conditions.

- Multiple validations may be performed if there are different intended uses,

- Validation is normally performed on the final product, but may be necessary in the earlier stages prior to product completion.

7.3.6.1 Decumentation of design and/or development verification and validation

32 At the completion of design and/or development, does the organization ensure that M
reporis, calculations, test resuits, etc., demonstrate that the product definition meets the _S
specification requirements for ail identified operational conditions?

7.3.6.2 Design and/or development verification and validation testing

33 Where tests are necessary for verification and validaﬂbn, are these fests planned, P

controffed, reviewed, and documented fo ensure and prove the following: (1)

a) test plans or specifications identify the product being tested and the resources being
used, define test objectives and conditions, parameters fo be recorded, and relevant
acceptance criteria?

b) test procedures describe the method of operation, the performance of the test, and
the recording of the results?

¢} the correct configuration standard of the product is submitted for the fest?

d) the requirements of the test plan and the fest procedures are chserved?

e} the accepfance criteria are met?

"

v onon

Guidance Notes PV &S Flsdi7T Lerwene

(1) Give an example of any reports, plans, or procedures reviewed.

Objective evidence assessed / Observations / Comments / N/A explanation
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7.3 Design and development (continued)

7.3.7 Control of design and development changes

34 Are design and development changes identified and records maintained?

implementation? (1)

36 Does the review of design and development changes include evaluation of the effect of the P

35 Are the changes reviewed, verified and validated, as appropriate, and approved before P <
changes on constituent parts and product already delivered? }

37 Does the organization’s change control process provide for customer and/or regulatory [
authority approval of changes, when required by contract or regulatory requirement?

38 Are records of the results of the review of changes and any necessary actions maintained
(see 4.2.4)7 -5

Guidance Notes “JBG”E‘ QN Lotprasie
(1) Give an example. ",w Fe  pal— 'ﬂéﬁl?_r

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS . A B N I e
) Ma or mi |
7.4 Purchasing
7.4.1 Purchasing process
39 Does the organization ensure that purchased product conforms to specified purchase =]
requirements? <3
40 Is the type and extent of control applied to the supplier and the purchased product dependent
upen the effect of the purchased product on subsequent product realization or the final product? 82
41 Is the organization responsibie for the quality of alf products purchased from suppliers, 2
including customer-designated sources? +5
42 Does the organization evaluate and select suppliers based on their ability to supply product in .
accordance with the organization's requirements? >

43 Are criterla for selection, evaluation and re-evaluation established?

44 Are records of the results of evaluations and any necessary actions arising from the evaluation

Objective evidence assessed / Observations / Comments / N/A explanation _
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maintained (see 4.2.4)7 —
45 Does the organization: M
a} maintain a register of approved suppliers that includes the scope of the approval? (1) £
b) periodically review supplier performance and use the records of these reviews as &
a basis for establishing the level of controls to be implemented? {2)
¢) define the necessary actions to take when dealing with suppliers that do not meet L5
requirements?
d) ensure where required that both the organization and alf suppliers use customer- i 5
approved special process sources?
e) ensure that the function having responsibility for approving supplier quality systems N s
has the authority to disapprove the use of sources? }
(;:‘u;dance Notes : Varessp 2 r%[jmf —~ V4 HC has e
i t regis rs.
:2; R:uix :E;r:l?ers?::egroni::g?’vnizas:frir:ent system (2.q., supplier rating). hf?’ fei. CCOArA=S  Pune né faose

Sieve FIoan(= _-(fzt/z‘,,{ﬂ,gﬂ._____
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S: Satisfactory - CAR: Corrective action request— Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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|[ ASSESSMENT QUESTIONS e T | S TNATNe
Ma or mi
7.4 Purchasing (continued)
7.4.2  Purchasing information i
46 Does purchasing information describe the product to be purchased, including where P
appropriate (1):
a) requirements for approval of product, procedures, processes and equipment? §
b} requirements for qualification of personnel?
¢) quality management system requirements? -
d) the name or other positive identification, and applicabie issues of specifications, &
drawings, process requirements, inspection instructions and other relevant technical
data?
e) requirements for design, test, examination, inspection and related instructions for X
[ acceptance by the organization?
' f) requirements for test specimens (e.g., production method, number, storage <
conditions) for design approval, inspection, investigation or auditing?
g) reguirements relative to: 5
- supplier notification to organization of nonconforming product? and !
- arrangements for organization approval of supplier nonconforming material? |
h) reguirements for the supplier to notify the organization of changes in product and/or s
process definition and, where required, obtain organization approval? )
Zf‘) right of access by the organization, their customer, and authorities fo all facilities S
involved in the order and to all applicable records?
i} requirements for the supplier to flow down fo sub-tier suppliers the applicable : Y
reguirements in the purchasing documents, including key characteristics where
required?
47 Does the organization ensure the adequacy of specified purchase requirements prior to their )
communication to the supplier? S

Guidance Notes
{1} Examine purchase orders that apply to several types of procurement.

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Comective action roquest — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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ASSESSMENT QUESTIONS KEY 3 CAR NIA

NE

74 Purchasing (continued)

7.4.3  Verification of purchased preduct

48 Does the organization establish and implement the inspection or other activities necessary for | P
ensuring that purchased product meets specified purchase requirements, they may inciude
obtaining objective evidence of the quality of the product from suppiiers (e.g., =1
accompanying documentation, cerfificate of conformity, test reports, statistical records,
process control), inspection and audit at suppifer’s premises, review of the required
documentation, inspection of products upon receipt, and, delegation of verification fo
the supplier, or supplier certification?

49 Is purchased product held until it has been verified as conforming to specified
requirements unless it is released under positive recall procedure?

W

50 Where the organization utilizes test reports to verify purchased product, is the data in
those reports acceptable per applicable specifications? (1) e

7 ]

51 Does the organization periodically vaiidate test reporis for raw maten(é ]

W

52 Where the organization delegates verification activities to the supplier, are the requirements

for delegation defined and 2 register of delegations maintained? (3) N/q

53 Where the organization or its customer intends to perform verification at the supplier's

product release in the purchasing information?

54 Where specified in the contract, is the customer or the cusfomer’s representative
afforded the right to verify at the supplier's premises and the organization’s premises
that subconiracted product conforms to specified requirements?

premises, does the organization state the intended verification arrangements and method of _5

55 it is ensured that verification by the customer is not used by the organization as
evidence of effective control of qualily by the supplier (it does not absoive the _.3
organization of the responsibility to provide acceptable product, nor shail it preclude
subsequent rejection by the customer}?

Guidance Notes

(2) Give an example of validated test reports reviewed. 'Gunee (wsPEcTee> 6T JAZ ps P
— (3) Review cument register of delegated verification activities. LEIL R s e L

\ Ne lesafiors ACTidZ s e
(1) Give an example of test reports reviewed. ,\" ﬂ- - /U G j')é’ }e‘;ﬁh

Objective evidence assessed / Observations / Comments / N/A explanation J2EC
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S: Satisfactory - CAR: Comective action request — Ma: Major corrective action — mi: Minor cormrective action
B N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS il T ] ., |HRTRG
Ma or mi
7.5 Production and service provision
7.5.1  Control of production and service provision

56 Does planning consider, as applicable;

- the establishment of process controls and development of controf plans where key
characteristics have been identified?

the identification of in-process verification points when adequate verification of
conformance cannot be performed at a later stage of realization?

- the design, manufacture, and use of tooling so that variable measurements can be
taken, particularly for key characteristics? L\%

- _special processes (see 7.5.2}? Q‘A 9,%

o
AN\,

f
t production and service provision under controlled

..——'_-‘_'_—--‘

57 Does the organization plan and camy
conditions (1).
Do these controlled conditions include, as applicable: *
a) the availability of information that describes the characteristics of the product? l,\é§
b) the availability of work instructions, as necessary? f/\é' )
c) the use of suitable equipment?
d} the availability and use of moni!m‘n?and measuring devicas? L%ﬁ
e} the implementation of monitoring and measurement? "\95

# (U

f)  the implementation of release, delivery and post-delivery activities? U\F

g} accountability for afl product during manufacture (e.g., parts quantities, split orders, | P
nonconforming product)? |

h) evidence that all manufacturing and inspection operations have been complefed as P
planned, or as otherwise documented and authorized? |

i} provision for the prevention, defection, and removal of foreign objects ﬂ 7

i}  monitoring and control of utilities and supplies such as water, compressed air,
electricity and chemical products to the extent they affect product quality? ‘«\/!f)

k)  criteria for workmanship, which shall be stipulated in the clearest practical manner
(e.g., written standards, representative samples or iliustrations)? | _ N
VY 7

NSV N A A Y WD (VARRUY

Guidance Notes

O [O-/00§, [T, 1012) 1013, /01T )C12

{1} List the part number(s) used for this review. | el Td i L s Sl —

= 'Jruc/f/){v'0_/ = T A
Objective evidence assessed / Observations / Comments / N/A explz-/lnation
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Ma or mi

NA | NE

7.5 Production and service provision {continued)

7.5.1.1 Production documentation

58 Are production operations carried out in accordance with approved data?

59 Does the data confain as necessary:
a} drawings, paris lisfs, process flow charfs including inspection operations,

production documents (e.g., manufacturing plans, traveler, roufer, work order,

process cards); and inspection documents (see 8.2.4.1)7 Hﬂ-"%

a list of specific or non-specific tools and numerical controf (NG) machine programs

b)
required and any specific instructions associated with their use?l./\ "'\

ANIN—— [y

7.5.1.2 Controi of production process changes

60

Are persons authorized to approve changes to production prt es identified? (1) L ,z M

61 Has the organization identified and obtained acceptance of changes that reqlllrire 6
customer and/or regulatory authority approval in accordance with contract or regulatory
reguirements?

62 Are changes afare;ting processes, production equipment, lools and programs |P 6
documented?

63 Are procedures aqraﬂable to control their implementation? | [ 5

64 Are the results of changes fo production processes assesse:g'gr confirm that the desired | P 6

effect has been achieved without adverse effects to product guality?

7
7.5.1.3 _ Control of production equipment, fools and numerical controf (N.C.) machine pragrams

65 Are production equipment, tools and programs validated prior to use and maintained and | P

inspected periodicaily according to documented procedures? | /<,

QS AN

66 Does validation prior to production use include verification of the first article produced fo | P
/

the design data/specification? \,\

g
67 Are storage requirements, including periodic preservation/

adition checks established
for production equipment or tooling in storage?\ [ § Eo

RUA

7.5.1.4 Control of work transferred, on a tem_pora)} basis, uytsfde the organization’s facilities

68 When pianning to temporarily transfer work to a location ouiside the organization's
facilities, does the organization define the process fo conirol and validate the quality of
the work?

L
'S
\
<\

Guidance Notes ;

(1) Clearly defined list of persons or authorization established in procedures. V@L‘ A\{’ & &f [aa ~
/]

Objective evidence assessed / Observations / Comments / N/A explanation
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5: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision {continued)
7.5.1.5 Control of service operations

89 Where servicing is a specified requirement, do service operation processes provide for:
a} amethod of collecting and analyzing in-service data?
b} actions to be taken where problems are identified affer delivery, Including
investigation, reporting activities, and actions on service information consistent
with contractual and/or regulatory requirements? (1) (2)
¢} the control and updating of technical documentation?
d} the approval, control, and use of repair schemes? (3)
e} the controis required for off-site work (e.g., organization’s work undertaken at the
cusfomer’s facilities)?
7.5.2 Validation of processes for production and servica provision

F

70 Does the organization validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement, including any 5
processes where deficiencies become apparent only after the product is in use or the service
has been delivered?

I_Note: These processes are frequently referred to as special processes. ]

71 Does validation demonstrate the ability of these processes to achieve planned results?

72 Has the organization established arrangements for these processes including, as applicable: M
a) defined criteria for review and approval of the processes?
- qualification and approval of speciai processes prior to use?
b} approval of equipment and qualification of personnel?
¢) use of specific methods and procedurses?

- control of the significant operations and paramelers of special processes in
accordance with documented process specifications and changes thereto? {4)

d) requirements for records (see 4.2.4)7

e) and revalidation?

Guidance Notes

(1) Review reports issued following visits lo the customer (technical support), comment on method of collection of in service data and
examine some investigation reports.

{2) Review svidence of implementation of corrective and preventive actions.

{3) Review evidence of what has been assessed (e.g., malrl:t‘enan manual, rgpair manual,,information to customer).

@)  Giveexamples. (UL MAg.< ‘d—]/\)‘n/"\ Bt Loz D= \}50

Objective evidence assessed / Observations / gonznents / NfA explanation
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S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor comrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M- Management
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7.5 Production and service provision (continued)
7.5.3 Identification and traceability

73 Where appropriale, has the organization identified the product by suitable means throughout l
product realization? ‘ 4’7/

74 Does the orgaqizaticrﬁ maintain the identification of the configuration of the product in | P
order fo identify any differences between the actual configuration and the agreed
conﬁgruratmn?\ =

75 Has the orgamzalén :dennfied the product staius with respect to monitoring and measurement
requirements? [,\

(O

W

76 When acceptance; authority media are used (e.g., stamps, electronic signatu
passwords), does the organization establish and document controls for the media? (1) v ;>
77 Where traceabllity is a requirement, does the organization control and record the unique
identification of the product (see 4.2.4)7
78 According to the level of traceability requ?red by contract, regulatory, or other established | P
requirement, does the organization’s system provide for: (2)
a) identification to be mainfained throughout the product life? |
B)  all the products manufactured from the same batch of raw material or from the same
manufacturing batch to be traced, as well as the destination (delivery, scrap) of alf
products of the same batch?

¢} in any assembly, the identity of its components and those of the next higher
assembly to be traced?

d) in any given product, a sequer;—ﬁ:lywd of its production (manufacture, assembly,
inspection) to be refrieved? \_ :
0

Note: In some industry sectors, configuration managament is a means by which identification and traceability is maintained {see 4.3). I

.54 Customer property ,m% N G %Lﬂ%’f? IV Ze s

79  Does the organization exercise care with customer property white it is }mer the orgamlzg&m 's ;
control or being used by the crganization? (3) L@ﬁ —S
80 Has the organization identified, verified, pratactedoefnrd safeguarded customer property provided
for use or incorporation into the product? 5
81 Does the organization define methods to idené}y and record (see 4.2.4) customer products that 5
are lost, damaged or otherwise made unusable and report such to the customer? | (%,

Note:  Customer property can include intellectual property, including customer furnished data used for design, production and/or

inspection.
Guidance Notes . T QA— _ mgj/(y_’ WM&‘ 5‘ / n_f> . / _
(1) Give examples of method{s) used. ‘3“'65\11-1% T'%
(2} Give examples of traceability level applied (up and "-'42 J n“{‘?uo LLQ‘S
(3) Identify types of product supplied by fhe customer. D{ M“-ﬁ’)p‘ébd:ﬂ g .Ar)ﬁr( <

AL \a AN

Objective evidenc asszssedl Observations! Comments! N/A expianation coL
Trleniecsed HL Quals @;{Nﬁu}_ SWMS gr\zu et 0« L
Y. P Lopefids fb‘k V d onlive S?g“fe i &#ﬁé’m
gmﬂpué NS Oudel, STatus o) A Conta o @7? ijfleﬂ, Ayt

Veajped o S‘Wg S,

ferts Legna o “ﬂ“f of coles
aat s 8=
A UI L LJ'{ i ¥4 j LﬁL L-'QW-— . -
S: Sati factory - CAR: Correclive action reque a: Major correc action ~ mi: Minor corrective action
N /A: Not applicable - N/E: Not ava!uated P: Proguct - M: Management
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7.5 Production and service provisibn {continued)

7.5.5  Preservation of product ?“/)1 N3 ({//M(.-' n A P A o g’[ 7 O,j Z&/ (-:,(:
82 Does the organization preserye the espformity of product during internal processing and delivery
to the intended desﬂnation:w ﬁl el &m ¢ MW L 5 00, / Z A/ é

A

& e —

l' v L] ' ’(
83 Does the preservation include iJéntiﬂcation, handling, packaging, storage and protection?] /7
-
84 Does preservation also apply to the constituent parts of a product? Q QO

7
85 Does preservation of product aiso inciude, where applicable in Acordance with product | P
specifications and/or regulations, provisions for:

a) cleaning? 5
b} prevention, defection and removal of foreign objects?
¢} speciaf handling for sensitive products? |,

d) marking and labeling including safety warnings? %’ﬂ—\/
e} shelf life controf and stock rotation? Lj—f

) special handling for hazardous materials?

86 Does the organization ensure that sfm.:mr:lenéJ required by the contract/order to
accompany the product are present at deliv and are-profected against joss and

W N AL Uy

deterioration? St e d TAAy/SEA Y~ [ tsesdor
A LA T i

Y PESN

Objective e;ir:le:ce’ a;’ses’sed I 6%:r:ations | Comments / N/A explanation = ,
| “ICF‘)LM N O ee | 2in_ Cﬁ,@dﬂ/\ -
Logish Cs 4{%)“? ond AU eymd ':/flfj’ -Y@%QOQVJ_ snl
d L SSLS . |

prd | e
Alistore, Fdbock. Chods ormfed-
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S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.6 Control of monitoring and measuring devices

87 Does the organization determine the monitoring and measurement to be undertaken and the | P
monitoring and measuring devices needed to provide evidence of conformity of product to 6
determined requirements (see 7.2.1) (1)2' [, {~~ =

—

88 Does the organization maintain a rsg!ster*! these monitoring and measuring devices, M
and define the process employed for their calibration including details of equipment 6
type, unique identification, location, frequency of checks, check method and acceptance -
criteria? |

i
Note: Monitforing snd measuring devices include, but are not iimited to: test hardware, test software, automated fesf equipment
(ATE) and plotters used to produce inspection data. it aiso inciudes personally owned and customer suppifed equipment used fo
provide evidence of product conformity.

89 Does the organization establish processes to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent with the monitoring and 6
measurement reguirements? G~

90 Does the organization ensure jthat environmental conditions are suitable for the
calibrations, inspections, measurements and tests being carried out?

L
81 Where necessary to ensure valid results, is measuring equipment: g

a)  calibrated or verified at specified intervals, or prior to use, against measurement standards S
traceable to international or national measurement standards: where no such standards
exist, the basis used for calibration or verification shall be recorded? (2) W

b) adjusted or re-adjusted as necessary? ‘j’v

c) identified to enable the calibration status td be determined? /Y~

d) safeguarded from adjustments that would invalidate the measurement result? kbr""/

e) protected from damage and deterioration during handling, maintenance and storage? 5}/7

f) _ recalled to a defined method when requiring calibration?

=]
92 Does the organization assess and record the valldity of the previous measuring results when
the equipment is found not fo conform to requirements? f g~

93 _Does the organization take appropriate action on the equ?p,rgent and any product affected?] ¢S | P
o
94 Are records of the results of calibration and verification maintained (see 4.2.4)7 L,Z 3

%
85 When used in the monitoring and measurement of specified uirer%nts. is the ability of | P
computer software fo satisfy the intended application confirmed? E*f

96 Is this undertaken prior to initial use and reconfirmed as necessary? \YQA’
[ Nole: SeelSO W02 forgudance. iy dpi — pu PP S92 0, 5 oy T ]
7 A T " et * =

Guidance Notes — W ansd ﬁ{/.,._&fi(,

(1) Review that the organization has a process for ensuring the capability of measurement system (e.g.', Interval Analysis, Resolution
Analysis, Cage Repeatable & Reproducibility, etc.).

(2) Ensure the links to the recognized international / national standard. A’N S | *(\Z'gk-{'o e
Objective evidence assessed / Observations / Comments / N/A explanation @
: ' ’ /;&)&m(ﬂ ard e

— il NA o _‘ e non
éﬁfﬁiﬁm %j{,&é@ WM;Z@M e m )
Spnelid MCKL gt Lo fon’ MET a@ | -]/.@u}ti{ e
ﬁﬁ,%ﬁ L%F* (v ‘D/:j AL gl éu_uh_ J R ovtey o d ‘“jul’- é | y
b in oded = Sttpued o gzl #%CM ok Odag,

S: Satisfactory - CAR: Comeclive action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not appiicable - N/E: Not evaluated - P: Product - M: Management
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SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS I B W
Ma ormi -
8 MEASUREMENT, ANALYSIS AND IMPROVEMENT

8.1 General

01 Does the organization plan and implement the monitoring, measurement, analysis and | M
improvement processes needed (1):

Y,
a) to demonstrate conformity of the product?

b) toensure conformity of the quality management system? /
c) to continually improve the effectiveness of the quality management system? .

02 Dees this include determination of applicable methods, including statistical techniques, and the
extent of their use? #

Note: According to the nature of the product and depending on the specified requirements, statistical techniques may be used
fo support:
- design verification (e.g., reliability, maintainability, safety) ;
- process control:
- selection and inspection of key characteristics
- process capability measurements;
- stafistical process controi:
- design of experiment;
-inspection — matching sampling rate to the criticality of the product and to the process capability ;
-failure mode and effect analysis.

Guidance Notes
(1) Give examples of data.

 Objective evidence assessed / Observations / Comments / N/A explanation

C,Loﬁ.’u 5 MJW@ o U’E,m[jj o szjff (,-ﬂyf, Je 5. 2}0
@/,.,(i;mf) b @45 —fer 570, 5:22) ,
ond st b of flborion of €4S - (Sexp ~ §571)

S: Satisfactory - CAR: Corrective action request - Ma: Major corrective action — mi: Minor corrective action
N /A: Not appiicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

orgamization?
b) is effectively implemented and maintained?

KEY 5 CAR NA | NE
ASSESSMENT QUESTIONS Requireménts) Nibes
Ma or mi
8.2 Monitoring and measurement (continued)
8.2.1 Customer satisfaction
03 As one of the measurements of the performancs of the quality management system, does the
organization monitor information relating to customer perception as to whether the organization ,/
has met customer reguirements (1)?
04 Are the methods for obtaining and using this informatign determined? 74
822 Internal audit MYK- [2%0.(
05 Does the organization conduct internal audits at planned intervals to determine whether the | M
guality management system (2):
a) conforms to the planned arrangements (ses 7.1), to the requirements of this Intemational L—C;
Standard and to the quality management system requirements established by the s |

08 Is an audit program planned, taking into consideration the status and importance of the
processes and areas to be audited, as well as the results of previous audits?

07 Is the audit eriteria, scope, frequency and methods defined?

08 Does the selection of auditors and conduct of audits ensure objectivity and impartiality of the
audit process? (3)

09 Does the organization ensure intemal auditors do not audit their own work?

10 Are the responsibilities and requirements for planning and conducting audits, and for reporting
results and maintaining records (see 4.2.4) defined in a documented procedure?

SUINE N I SUTS

11 Does the management responsible for the areas being audited ensure that actions are taken | M
without undue delay to eliminate detected nonconformities and their causes?

~

12 Do follow-up activities include the verification of the actions taken and the reporting of
verification results (see 8.5.2)7 {4) )

N

13 Are detailed tools and techniques developed such as check sheets, process flowcharts,
or any similar method fo support audit of the quality management system requirements?

14 Are the selected internal audit tools acceplable in measuring the effectiveness of the
internal audit and overall organization performance?

N

15 Do internal audits also meet contract and/or regulatory requirements?

Note: See ISO 19011 for guidance.

Guidance Notes

(1) Give examples of how customer's satisfaction is measured, committed, and actaed upon.
{2)  Review of audit program (status of the previous year and progress of the current year).
{3) Check the list of approved auditors.

| (8) Review audit follow-up activities (questionnaire, synthesis, circulation, requést for corrective écﬁcns. corrective actions follow-up).

Objective evidence assessed / Observations / Comments / N/A explanation
UPR 1250.€ - Cughman St - Wann Lutles Iy
Ooamd Mulmas (dake pkodif Ly 00 pabustun ‘{ (und S
{?ﬁ;‘-—r«{rﬁj fAUT L /‘\ zi/"a,(fu‘aa""wtj C},udf R

MP102060L0) ~ Dudik &J\A‘J - Oty é,.f,(,},\ B koad a‘fsk.x.iufﬂ\ ;%—1“-\-, 'S:L-vvrwv\.«;.‘_)
NER QL and 413 1o of

.)_“__J L5

o . A\, 4L O, | R oo i ne
LETO925v¢8, . =05 s&mw’\‘ > Coprdals - )@ - Gy - 901, G0z, 308 l

e

e

S: Satisfactory - CAR: &orrecﬁve action request — Ma: Major comrective action — nr}:‘: Minor corrective action
N /A: Not appiicable - N/E: Not evaluated - P: Product - M- Management
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS Requlﬁlf\' 5 _CAR WA | NE
Maormi

8.2  Monitoring and measurement (continued)

8.2.3  Monitoring and measurement of processes

16 Does the organization apply suitable methods for monitoring and, where applicable,

measurement of the quality management system processes? /
17 Do these methods demonstrate the ability of the processes to achieve planned results? 74
18 When planned results are not achieved, is correction and corrective actzon taken as P
appropriate, to ensure conformity of the product?
19 In the event of process nonconformity, does the organization: (1) (,, P /
a) take appropriate action to correct the nonconforming process? ~ ﬂdz & i

b) evaluate whether the process nonconformity has resulted in product noncon
c) identify and controi the nonconforming product in accordance with clause 8.37

8.2.4  Monitoring and measurement of product

20 Does the organization monitor and measure the characteristics of the product to verify that | P
product requirements have been met?

21 Is this carried out at appropriate stages of the pmduct realization process in accordance with
the planned amrangements {(ses 7.1)7 ,rz,c/m.a carneed

22 When key characteristics have been identified, are mey monitored and controlled? P

23 When the organization uses sampiing inspection as a means of preduct acceptance, is.
the plan statistically valid and approgriate for use? N Jam ;Q{o A{ M

o NSRS

24 Does the plan preclude the accepfance of lots whose samp!es have known
nonconformities?

25 When required, is the plan submifted for customer approval?

| 26 Is product held until it has been inspected or otherwise verified as cani'onning o | P , ];
| specified requirements, except when product is released under positive-recali | d

procedures pending completion of alf required measurement and monitoring activities? ’&}ﬁ/{ﬁ
T

27 s evidence of conformity with the acceptance criteria maintained?

SIS >~ Ixls

—

28 Do records indicate the person(s) authorizing release of product (see 4.24)2 /)i a4 Strlin ‘s |)

29 Is product release and service delivery held until all the planned arrangements (sée 7.1) have
been satisfactorily complsted, unless otherwise approved by a relevant authority and, where
applicable, by the customer?

~N

u,

Guidance Notes
(1) Give examples of nonconformities reviewed {process nonconformity, any resulting product nonconformity).  Alon ) oded

Objectwe evidence assessed / Observations / Comments / N/A explanation
71 'S w3-7cl 00y Moy F JZ/M’ '_/w,cu,/# F2% (6 TEKL T[4
WW/M 4 67 “_H- f_:gﬂ, T oknjon '
103 -Fol 00051 slerfor - sk f Bpuphad coltloled 1y
Tead | Wi 55157 lacuunSitt” dpeved aéwo&?i%f/w::w / g
i '717 g Tpt fJ{Z‘juﬂMA r M U 9/ &efﬁ yﬁ/{,,

S: Sat:sfactcry - CAR: Corrective actfon'request- Ma: Ma;orconec&ve action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS O
Mzormi

NA | NE

8.2 Monitoring and measurement {(continued)

8.2.4.1 Inspection documentation

30 Are measurement requirements for product or service acceptance documented?

31 Does this documeniation, which may be part of the production documentation, inciude; P
a) criteria for acceptance and/or rejection?
b} where in the sequence measurement and testing operations are performed?
¢} arecord of the measurement results?

d} type of measurement instruments required and any specific instructions associated
with their use?

32 Do test records show actual fest resuits data when required by the specification or
acceptance test plan?

W | B [ NEREL N "\

33 When required to demonsirate product qualification does the organization ensure that
records provide evidence that the product meets the defined requirements?

8.2.4.2 First article inspection

34 Does the organization’s system provide a process for the inspection, verification, and | P
documentation of a representative item from the first production run of a new part, or
following any subsequent change that invalidates the jous first article inspection

result? (1) ;\f -\-Mu»(u

v/

| Note: See (AS} (EN) (SJAC) 9102 for guidance.

Guidance Notes

(1) Give examples of first article {(new product and/or changed product). Ala wgwd ‘L,Mh a,uu,{;o ,ngmaf
v i

Objective evidence assessed / Observations / Comments / N/A explanation
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S:\Satisfactory - CAR: n'ecr:ve action request — Ma: Ma;or corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY MANAGEMENT SYSTEM QUEST[ONNAIRE

ASSESSMENT QUESTIONS sl © | . | W8] BE
v Ma ormi
i \ - [ [ : ;

8.3  Control of nonconforming product U\{)L $730¢ .3 M T .f? 30. |
35 Does the organization ensure that product which does not conform to requirements s identified _ = j

and controlled to prevent its unintended use or delivery? /
36 Are the controls and related responsibiliies and authorities for dealing with nonconforming A

product defined in a documented procedure? v

Note: The term “nonconforming product” includes nonconforming product refurned from a customer.

37 Does the organization’s documented procedure define the responsibility for review and
authority for the disposition of nonconformi, product and the pmcatss for a prowng v
personnel making these decisions? L{ ﬂ ﬁ"% , 2 W i (7/ {e oA

38 Does the organization deal with nongonforming product in one or more of the follcm!ing wa)ig. by: |P
a) taking action to eliminate the detected nonconformity? | ol L Hetn ,’/ T wE /

b) authorizing its use, release or acceptance under concession by a relevant atlthonl'y and,
where applicable, by the customer?

c) taking action to preclude its original intended use or application?

39 Does the organization prevent dispositions of use-as-is or repair, uniess specifically
authorized by the customer, if
- the product is produced to customer design? or Ay § g /
- the nonconformity resulis in a departure from the contract reqmrements?
Unless otherwise restricted in the contract, is organization-designed product, which is
controlled via a customer specification, dispositioned by the organization as use-as-is or

repair, provided the nonconformity does not resuit in a departure from customer-
specified requiremenis?

40 Is product dispositioned for scrap conspicucusly and permanently m gd or positively | P
controlled, until physicaily rendered unusable? e Seray s LIAAL oA .,/ de gp{ v

41 Are records of the nature of nonconformities and any subsequeﬁt actions taken, :ndudmg /
concessions obtained, maintained (see 4.2.4)7

42 When nonconforming product is corrected, is it subject to re-verification to demonstrate :/
conformity to the requirements?

43 When nonconforming product is detected after delivery or use has staried, does the |P ./'
organization take action appropriate to the effects, or potential effects, of the nonconformity?

44 In addition fo any contract or regulatory authorify reporting requirements, does the | P
organization’s system provide for timely reporting of delivered nonconforming product /
that may affect reifability or safety?

1

45 Does notification include a clear description of the nonconformity, which includes as /
necessary, parts affected, customer and/or organization part numbers, quanmy, and 4
date(s) delivered?

Note: Pariies requiring notification of nonconforming product may include suppliers, internal organizations, customers,
distributors, and regulatory authorities.

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor comrective action __
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY

Requirements|

Ma ormi

NA

8.4

Analysis of data

48 Does the organization determine, collect and analyze appropriate data to demonstrate the
suitability and effectiveness of the quality management system and to evaiuate where continual
improvement of the effectiveness of the quality management system can be made?

M

47 Does this include data generated as a result of monitoring and measurement and from other
relevant sources?

48 Does the analysis of data provide information relating to: (1)

a)
b)
c)

d)

customer satisfaction (see 8.2.1)?
conformity to product requirements (see 7.2.1)?

characteristics and trends of processes and products including opportunities for preventive
action?

suppliers?

~ T~

~

Guidance Notes

(1) Give examples and check how the crganization measures the sffectiveness.

Pea iog/(&,w

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisiactory - CAR: Comective action request — Ma: Major comrective action ~ mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE ]

ASSESSMENT QUESTIONS ke - | o |

Ma ar mi

8.5 Improvement
8.5.1 Continual improvement

49 Does the organization continually improve ths effectiveness of the quality management system |
through the use of the quality policy, quality objectives, audit results, analysis of data, corrgetive \/
and preventive actions and management review? }dﬁfg A -loan & Scoma oo _‘rlé;,—a

8.5.2 Corrective action 7

50 Does the organization take action to eliminate the cause of nonconformities in order o prevent P f
recurrence? (1) i

51 Are comrective actions appropriate to the effects of the nonconformities encountared? v

52 Is a documented procedure established to define requirements for: g: 7 ',( ]L f‘”y‘ N
a) reviewing nonconformities (including customer oomplaintsl}? ) ; 4t g /{/) M"ﬂ /
b) determining the causes of nonconformities? Mﬂ Ceh t'/ff}”';lf“'f A
c) evaluating the need for action to ensure that nonconformities do not recur?
d) determining and implementing aclion needed?
2) recording of the results of the action taken (see 4.2.4)7 /
f) reviewing corrective action taken?

g} flow down of the corrective action requirement to a suppiier, when it is defermined
that the supplier is responsible for the root cause?

h} specific actions where timely and/or effective corrective actions are not achieved?
8.53  Preventive action

53 Does the organization determine action to eliminate the causes of potential nonconformities in | M

order to prevent their occurrence? (2) b j
54 Are preventive actions appropriate to ths sffects of the potential problems? LW/ E4
55 Is a documented procadure established to define reguirements for: /‘ / &

a) determining potential nonconformities and their causes? {Cﬁﬁ*q‘{‘? (/: " ;

b) evaluating the need for action to prevent cccurrence of nonconformities? W‘; K s p

c) determining and implementing action needed? ,!,’U/:' K

d) recording of the results of the action taken (see 4.2.4)7 a é,l;f /‘vﬁ’( j,

e) reviewing preventive action taken? 2

Guidance Notes

{1} Select a nonconforming part and use 52 a) through h) to check for effectiveness.
{2) Give examples of preventive action projects and check for effectiveness.

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not appiicable - N/E: Nof evaluated - P: Product - M: Management
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SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

Requlren'aenls Number
Ma or mi

ASSESSMENT QUESTIONS B CAR | NiAi| DU

8.5 improvement

8.5.1 Continual improvement

48 Does the organization continually improve the effectiveness of the quality management systam
through the use of the quality policy, quality objectives, audit results, analysis of data, corrective
and preventive actions and management review? L_(},q/

U

8.5.2 Corrective action

50 Does the organization take action to eliminate the cause of nonconformities in order to prevent P =3
recurrence? (1)

51 Are corrective actim{’s‘ appropriate to the effects of the nonconformities encountered? W

52 Is a documented procedure established to define requirements for: \P’W 4 L/‘V ;2 J
a) reviewing nonconformities (including customer oomplamts)?

b) determining the causes of nonconformities? | | ‘§ Tb' f ]/\ P R /280
c) evaluating the need for action to ensure that : nconformities do not recur‘Ljag
d) determining and implementing action needed

e) recording of the results of the action taken (see 4.2.4)? 5&%

f) reviewing corrective action taken? \./)25

\Q
o
A%

g} flow down of the corrective action reguirement to a supplier, when it is determined
that the supplier is responsible for the roof cause

i1} specific actions where timely and/or effective corrective actions are not achieved? 5

| 853 Preventive action (‘ ﬂ,.\ S8 Cd,U c /Y QJZ,{K_/ ’

53 Does the organization deten'rune action to el;mlnate the causes of potential nonconformities in | M

order to prevent thelr occurrence? (2) u . q. Jp /p‘b P 75 /?,qﬁ% g

54 Are preventive actions appropriate to the effects of the potential problems? L_,,éf <

55 s a documented procedure established to define requirements for:
a) determining potential nonconformities and their causes?{_ ¢ S
b) evaluating the need for action to prevent occurrence of nonconformities? 5 Z 5
¢) determining and implementing action needed?l_. .# S
d) recording of the resuits of the action taken (see 4.2.4)? '}é)

ViRVARVAVARVARV; IV \M\Am‘\/\m&"\w W

&) reviewing preventive action taken?_ /
) L

Guidance Notes

(1)  Select a nonconforming part and use 52 a) through h) to check for eﬁecﬁeness %.8 / 6 5 / -@ O U 9\
] .

{2} Give examples of prg}e-ntwe action projects and cheql;fpr effectiveness.
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APPENDIX B

QUALITY MANAGEMENT SYSTEM
AUDIT SCORING
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SAE AS9101 Revision C
Scoring Findings
The findings of each section and sub-section of the completed Quality System Questionnaire
are reviewed and the Assessment Scoring sheet (page 10) completed as follows {using Section
4.1 as the example):
Multiple findings:

> If multiple findings with Major CAR, or multiple findings with Minor CAR on a Key
requirement, then score in column A (result = 0).

» If multiple findings with Minor (mi) CAR on non-Key requirement, then score in column C
(result = 25).

Single findings:

> If single finding with Major CAR, or single Minor CAR on a Key requirement, then score
in column B (result = 10).

> If single finding with Minor CAR on non-Key requirement, then score in column D (result
= 40).

No findings:
> If no CAR in a section, then score in “NO CAR” column (result = 50).

Note: When a finding occurred on several questions affecting the same section of the scoring
table (e.g., 4.2 & 4.3 or 5.1-5.2-5.3), then score as “multiple” findings.

Scoring the Audit

Fuli Audit (all applicable clauses assessed):

1. The auditor calculates the total points possible. This is done by taking 1000 points and
subtracting all points excluded as a result of N/As. (See instructions below about N/As.)
This sum is then entered in the “Total Points Possible” block of the Assessment Scoring
sheet.

2. The auditor then adds up all the points given for each section. This sum is then entered in
the “Total Points Achieved” block of the Assessment Scoring sheet. (See instructions below
as to how surveillance audits are scored.)

3. The auditor then divides the total points achieved by the total points possibie. The resulting

number is then multiplied by 100 to obtain the percentage score for the audit. This
percentage is then entered in the “Score” block of the Assessment Scoring sheet.

sAT=
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Scoring the Audit (continued)

Examples:

a. This is a complete initial audit; all clauses and questions

have been audited except clause 7.3, Design and Total Points Possibie 880
development, which was Not Applicable (N/A) as the

supplier does not perform design and development Total Points Achieved 750
activities. The total number of points possible is 880 (1000

minus 120 for clause 7.3). The total number of points Score %

achieved was 750. The score is 85%. 85%

(750/880) x 100

b. This is a complete initial audit; all clauses and questions

have been audited except clause 7.3, Design and

development, and clause 7.5.2, Validation of processes for | | 212l Points Possible 840

production and service provision, which were Not Applicable

(N/A) as the supplier does not perform design and Total Points Achieved 700

development activities and performs no special processes. s %
The total number of points possible is 840 (1000 minus 120 D 83%
for clause 7.3, and minus 40 for clause 7.5.2). The total (700/840) x 100

number of points achieved was 700. The score is 83%.

Surveillance Audit (NOT all applicable clauses assessed):

In surveillance audits, not all clauses are assessed as the audit plan provides for only certain
processes of the system (as described in Intemational Accreditation Forum [IAF] guidance) to
be audited. In addition to the assessment of the selected clauses, auditors should verify
corrective action for all findings (nonconformances) from the previous audit.

1. The auditor calculates the total points possible. This is done by taking 1000 points and
subtracting all points excluded as a result of N/As. (See instructions below about N/As.)
This sum is then entered in the “Total Points Possible” block of the Assessment Scoring
sheet.

2. The auditor assesses the planned clauses/processes and records the score for those
clauses.

3. The auditor then scores all the other clauses as well. This is done by:

a. Reviewing the corrective action for nonconformaces identified in the previous audt. If
the nonconformance has been corrected, with good root-cause corrective action, and
the auditor has verified the effectiveness of the corrective action, then that clause may
be rescored with full points being given on this audit.

Note: NEVER rescore previous audits. The supplier receives credit for correcting the
findings of previous audits by the score on the current audit.
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Scoring the Audit (continued)

4. The auditor then adds up all the points given for each section. This sum is then entered in

5. The auditor then divides the total points achieved by the total points possible. The resulting

b. Bringing forward the score on all other sections of the audit. These are the clauses
which were evaluated in a previous audit and were scored. These clauses have not

been re-audited, but there were no findings in the previous audit and there is no data to
suggest that they are nonconforming now, therefore the points that were awarded

previously are brought forward and used for this audit.

the “Total Points Achieved” block of the Assessment Scoring sheet.

number is then multiplied by 100 to obtain the percentage score for the audit. This
percentage is then entered in the “Score” block of the Assessment Scoring sheet.

Example: The total points possible is 840 due to clauses 7.3

and 7.5.2 being Not Applicable (N/A). The
surveillance audit was for clauses 5, 6, and 8 and
these clauses scored a total of 400 points. The
points achieved during the previous audit of clauses
4 and 7 are brought forward and totaled 300 points.
The auditor verified effective corrective action on two
findings on the previous audit which raised the score
on clauses 4 and 7 from 300 to 330. The totai points
achieved for the current audit is 730. The score for
the surveillance audit is 87%.

Additional guidance:

8

Not Applicable (N/A)

Total Points Possible

840
Total Points Achieved | 73
Current audit: 400
Previous audit: 300 +30
for verified C/A = 330
Score % 87%

(730/840) x 100

Individual clauses and sub-clauses of the 9100 standard may be identified as Not

Applicable (N/A). Auditors should follow IAF guidance in defining what is N/A and what is

applicable.

Example: A supplier could claim that clause 7.8, Control of monitoring and measuring
devices, is N/A because the supplier sends all their gages to an outside

company for calibration. However, this is not acceptable as the supplier must
still have a recall system, etc., and must assure that the outside company has a
system which meets the applicable requirements of clause 7.6. Auditors must
use their best judgement to assure consistency and validity in identifying 9100

clauses that are N/A for the supplier’s quality management system.

O
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Additional guidance (continued):
2. Multiple site scoring

Per IAF guidance, the auditing of multiple sites at a supplier that has one quality system is
allowed. Forthe purposes of scoring a multiple site audit, the following will apply:

a. There will be a single 9101 scoring sheet summarizing the scores for multiple site
registrations, not individual sheets for each site. The concept of a multiple site audit is
that the supplier has one quality management system; a nonconformity to a clause of
the standard at one site represents a failure of the overall quality management system.

b. The score for each line/clause MUST be the lowest score assessed from any of the
sites; it MAY NOT be an average score of the sites. If three sites have perfect scores of
50 for a line item, and the fourth site has a score of 20, then the score on the 9101
scoring sheet MUST be 20. The audit report must specify the fourth site as the site
having the finding.

c. All multi-site questionnaires that will be used to complete the overall summary score for
the organization must be retained by the CRB.

3. Multiple instances of the same finding

When there are multiple instances of the same finding, the auditor will issue one finding
against that question and score the question as a single finding. The easiest example is
where numerous gages were found out of calibration; even though there were muitiple
instances, only one finding against calibration would be issued.

Example: On question number 91 in Section 7 of the questionnaire (clause 7.8, Control of
monitoring and measuring devices) the auditor found 15 gages in use on the
manufacturing floor that were past their calibration dates. This could be
considered a Major finding, but would constitute a single finding, even though
there were a number of instances observed. Therefore, the supplier would
receive 5 points for clause 7.6. (if there were no other findings in 7.6).

4. Use of Not Evaluated (N/Es)

IAF guidance applies to an audit of the 9100 standard. N/Es should never be used in an
initial or full re-certification audit as these are, by definition, audits of the supplier’s full
system. If a portion of the specification does not apply, an N/A should be applied. An audit
plan must be established such that all questions are covered by the surveillance audits prior
to the next full re-certification audit. The use of N/Es on checklists shall be governed by the
organization’s process.
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Annex A
(informative)
Bibliography
AS/EN/JISQ 9100 Quality Management Systems — Aerospace - Requirements
AS/EN/SJAC 9102 Aerospace First Article Inspection Requirement
AS/EN/SJAC 9104 Requirements for Aerospace Quality Management System
Certification/Registrations Programs
1SO 9000:2000 - Quality management systems — Fundamentals and vocabulary
ISO 9001:2000 Quaiity management systems — Requirements
SO 10007:1995 - Quality management — Guidelines for configuration management
ISO 10012:2003 Measurement management systems — Requirements for
measurement processes and measuring equipment
ISO 18011:2002 Guci;:glines for quality and/or environmental management systems
auditing
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